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alffr mUcIK 

3rfiR|^Rt 
28 3Fn?T, 2003 

694( aiX'-ail^ alk vmp^ ^rmrit f^. 1945 an sfhr ^ ^ 

^ P t Hf^fed ^twr; ^ TRmR aif^rf^. 1940 (1940 an 23 ) a5t 

nHT 12 3fk TO 33 TO 5TO an affat^ aanftaJt ^TeHBan? ^ a^ 

^ TOia aaHT aT??ft t, >ja?T TOait a^t ^ ^ cgf^a^ a>t, a>t 

wanr t, annan^ ^ aanflia anar t alk a? ^nr 4 ^ aaa tow m. 
^ ar^ f^ aa ^ i aa aaaa a^, t^!m4 ^ ^ nanflia arar t ator amar a?r 

aaei<a ana arr^ f, ^far^ta a^T anrf^ ^ a?aia f^nn ananr 1 

.1 

3n^ ^ ^pna af^, ^aRsa ^ nfeR a^aro nroa. tot aaro. naa. at 
-110001 ^ ^ an aa?^ 11 

^ ftrntt aa^nfr sfk ^r, aft ^ aana ^ at 3taf^ a5t aait^ ^ ^ ^Jaa 

f^ma! a5t araa f^ cztf^ ^ tot tr. aeaa? to anaar 1 

araa Ptaa 


1 . ( 1 ) ^ l^raat an af^^a ara sftaf^ afr^ aaiaa ararSt (aaftaa) Ptaa, 2003 t l 
( 2 ) ^ aataa 4 aanftia ti4 1 

2 . 3 TTaf^ afk aama aratfi Pm. 1945 an ^fsna aa Fi*^r^Rga arj^ a^r ana^t. 
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122-^, 122-^, 122-^1, 122-^.^] 




^ ^ ^ (^) ^ H«P>r^ ( ikft i ^d ) Tftem, mm aftr /m 

RiPi^iui ^ ^ ?mT f^-l^r^ 

^ ^ ^ (ra\Hpi4)d) ^ 3J«i^rT aflrqrtT ^/mm RPihWi ^ an^. 

«lril\* tiT[ f5?||-P|i^! ji) % 3T^^JN -SICI W'lS’M 44 ^ f^5^ 'fll'll :- 

1. I, 2 ^ f^rf^ 3 t^^. xH-Hi^Pict) afrr (M>i4'^ft*d) vjim*!^i 

2. I, 3 ^ alt? ^rRflT^ !i A f?f%T % afr^ f^lTH 3Tt4>% I 

2.1 CflkRl RTsTR ^TrJ a #, ^ ■?r»TTcRTy ^ l vSTHeffr % ?TSTT RIM % 

3I^7TR ^T55" 4UH fchtll vTHT WflTf I <^'i!lch-H(dfft>i|| ^t«W ajt^ ^ ^ 50 H-f^cl ^flf^ I «Pl4f^fti 

^ ^ arapFfi qq 'A\ rht ^Err%q i (qRRr^ li ^) 

2.2 qf^f^: I. 3 afu qR%^ li, TT^ 1.2 ^ 1^ 7TV ar^^TR ai^ f^fsin g>T^ I 

2.3f?lf|'a f^n?T]TT qfrSRT q^ej % 3Tcmt^, fcIcRR, ^qqRR 3fR^^RRf^^T44^3Ttqi^ gqR«J ^nf^{ ‘3IFT4J^ 

w\. aftqi; qmcfi wjqr afrw ^Rhsjui'i' ^ vipn ^n%i? I aitw-Tifa^j^ 3n4>^ (qRRivi I. 3.5 

3. qRfw II A Rjr tjxt ar^wf, ^ artqr# q^ qrRn armw^ t 

4. qT^/enpl^qq) •^qR ttfn^ 

4.1 .cnfrf^fR^'qflsRT 

q^sRT, qpm f^-<Rgafr q? ^tqqfl^ ^acqr^ ^ qq? arq^ferd 3 thrh ^ t. cnf^ RTsrte, aftw f^siPT 
aflw-qt^ 3fR qqjq "Hi ?itRtr #) afk/a^qi qRi^d qqr^ qSt apim ^ndJiHH 1^ ^n ^ 

^adTRl % ^rak ^ fAf^ afR/qarqr ^qqfl q^i^ldiKcbd! q^t ^ qRqi^ 11 ^-q»k^ afiqq^ apnraq? f , 71 ? 

qid q? k'iR qRcn t % kT aflqq qqk qq ^qq qqj # I f^Rft RRlRiq? qfteRI q^ qR^ A fllRld ^ cqf^ql ^ WR q WR, 
3iai7H % 3fR ^3tqq R? Rrkf q^k 1 -dlHMdqi qfISTWf ^ qjl 3T^*# qRR (qqRt) A RM ^ qicft ^g^PTT ^ 
fItqR qrk^, qqk ^ ^ qmkt t 


•RRcf ^ anfc-KjiR 1^7 7r(T ^tt qqrq'f % A. wq I ^ ^qR WT III brp RiqrfMf q^1«RT qRa ^ iff qq # afR 

qRt^ I q>l jFm : qq 5,6 afR 7 % dra artqk q^ ^ qrk 1 q i HI ' Wjd : ?q.q^t?Rit qi^ 
qqqk, f^RRji q?^ ^ ^rr (k) ^ sirt ariq^ qit oipf ^ rft qrrtfqr l 

qRd Ai ardiqr apq ^ ^ arrf^qFiR 1^ q^ q? aikq qqwt % Rqg ^% qf^ ps g I q>t qq 5 % ?TfcT aqqiqqp t, ^ ^ 

qqj (rI) xRR I ^ arfqk IR^q 1^ wA qrfti? I qRq ^ qiF? wq fet? qi? WR I % artq)^ RT?#fftqRR qil^RRR qff ^Rgq 
qR fk Rk qqqTcf, qq anqq % fk? k*q ^ qkaRff 4^ qrq-qrw qqq II afR xrr III % qkeRfli q>f ar^qfcT k qn qqkt 11 
qk q?naft A, qrq III qffgRT, qRq A afkk % fkRH q?r ar^qk qrk k qRq ^ ^ ! 

Ri5#Tqi qkaTRf % 3T^qk: q^ affqq Ai qrai enarRiq? qksRi arRq % f^, tpk 44 ^ an^qq tqR ar^kq nr^r q?r qq qq^ft fl 
nfA RTR, qksRT aRRH fq?ckR % qtqk ^ aiRRH-affiR? q^r gfTqTcf qR^ qq ^qqr k, k arkqq Rk 12 ^ qrrqT afR 
11 ^ TRR cT!5'#q qrqr fcfRri Riqi qrffq i (afrqqf % arrmq RT?kq) I 

qrrq qre^ Rikkq q^R % rtr q51 ^ qrpgqi artqk (qRf^isei ^) arite ^ ^ qiflk.liFkq^’^vm^Ri.. 

qvdTlk qR^ (kikRfd) (qRf^ X '4k). qiq^r arPkRq rpt, aisRiq %.fiwq qq qqq^pRlTgff) q?qk - qqtfkot ( MR I ^f i ie VI). 
aikw qq qqq (qf4kRe IV) afR qf4 qqcRq k, aqqR qkk q>t k)f awlfe eFW^- 

q^qnq kRT dk 3fRq fkd ^T qqTdT t. Rq arpnqq qrtefl gRT argqf^ qqHR^k^f ksf^ aiRfR kkcJ (k)% 

RRd k q^ k I kik k RTH q? RTkkqi qk^ arRq qR4 ^ qRftitq V ^ 1^fe^ 1^ qiq’ ar^qR rr^ 


''!•'•■' ‘•If P‘l •|ll‘|ll‘ <" 


!'■ ‘((Witt HI *‘1 






: 3rait?ir»[ 


^rfJsrtcT {Tff) ^ ^ ^[iRi ar^sim mfli^ ^ t ^ ^ i ^ (^) xr, wtft ^ sn^ ^ t (#). ^ 

tifferoi ^ 3rmN ^rfirfcr srt ^ 3ismi Mr srmR snt M(^ M^f^i^e V 

% 3i^?rR ^if^ ^), ^ Mi ^ t. ^ mcft arraR (^) ^ ^rftem (^) 

cfR^ git ^^IR ?^ (^) 3fl7 ^ (^) ^SRT ^ ^ ^fR^ ^ (%) 5^^ ^ (^) I ^ 

^«RT 3r*^e)*1 % W aT^cTR ^ ^71^ 31^ ^ sfR ^ SlM^I cRU ^Msill ?I^ sj^ ^ ^ 

^if^v;, ufttR?nf^ 'H<^<a ^ ^ ^^PRI ^ I 3('^«fi>] XR ^^pfSI HilVwilcll SRrar <^ftltti ^ ftp^ 3IRI m^^Vricii 

3iai^ gM ^ ^ ^ ^ STSTEIT ^ % irmr) i^^ut ^ «TPft i\. ^ afr? w (^) cru ^ tncft 

f^fti'c ^^^iiarf ^ vicx^<3, 'Hc^'M 4 f<pin 'jini ^rf^ wrf^ ^-ift n^iVRiicii (sff) 3fR ! sisj^ (3if) ^ <?iii{iPi<f> h’0«i*^i ^ 

^ ^ ^ STJ^THTT anMlfr ^ 3 I^»tRT IITC5T ^ RT I 

Hb'tTl n'O^RT ^ ^ ^ 3I2T^ 'd'H^ MJJ>H % ^ 'FRlt?!^ 'PX'li 3ll<??i(«f> ^ ^ I ♦i^l'l^'l'l 

% ?n^ ^ tricft sn^iR ^ Jn^ ^ fciM ^ 4 arpim mf^iM ^ 

f^^l 'ill’ll ^lt%^ 1 3TT^R '<lf*lRl % ^ fciRsxt 3I^*Tt^ % f^*il 'JT^^ ^ ^ j«RlR^ 3RI^ vJ'fl^ ^ f^nnf^fcT *1^ *^11*11 

^ HW5Tf %, ^ ^«RT fM (fMr) ^ ^ Wit ^ ww^ Mr Rpn ft aiaj^ ^ MR4ct-i (^) ^ %wcT 
% 7nffc-?ra (?nf^<Ri) mm h ti riI^is q?cj f\lufim i^M i ^ ^ spM ^ A ^ ^ aiRM wi srreiR ^iiRrf^ 
cwi arpntR vnMV'ft ^ ^j?rt ^ tsiHt ’qif^ i 

'jqqRR*Tq> xlWl ^ H^ia cRII ^75113ft7 irHiqtcMiq«T>cii % 4l«j^<;] <|«cicil % 3rWR q? - f^v* qr^ 3ii<»>'5l qq *ii*icii- 

cR-*ii*icii SITEIR q? fcRIR (<hui^yJFI;MI I qqiR, v^lciH qit <3ci^ 4 >si(H*t qi^ (qtqt Sisiqi qRxftq ^<IRKf hR^?*) % f^r«i ^ 
Rr^ qfTRi qr^ ^Wt 4 "^nq qq ^qqff ^ Riq, srtq^fr q>t Rtq>i<i Rrq^r^ sflq \j^ snqqtcrq qqr^ qSt ^ - f^qiTpai q^rr 

eiiiMRfxf) 3Hq5^ q>t 3nq?qq>cfl ^ qR ^ HiHdi-qq-HiHc^i 3IT5JR qq RrRi^xiq f^qi Riqqr I ^ qiqclt ^ fcT^ aisiqqf qff 
STRStPkt fMl ^ qWl ^ 3181^1 RT 'HtOfir ^^1711 'ft Sl^silM'l Hlitfq^l'Tl dRici Rq^ I 


JIT«ft<Hq» % WT9 iM : RiaiRiqi q^M qq UI^R R gqvq i ^ t J^oIcItII SHMRTq 3lt7 ^yqqrn RhM HullfcHqt ^ qqqRqqq q 7^5- 

’<<SI(q % |F, xllR> q? '^Pi[?qtl Rrill RT .R^?3 % 3I^RR cRIT qi^R RT^RR RRSq, wl'We^ tllll q^lRt^^lIdfl, ^Rd 

qq«l>T< SRT RTfH^ qq ^TOlte cZiqM Ml-Rl^ (^ MRiqjR qi^^RTfRl) qq 3I^qiRq qR^ ^ RraRlR q^URT 
^qRRIT Riq, 3 iM q^ M RT^, ^3Rqq qwj^>in<t)\i'i (M^) Ml Riq qq qR ^ ^jqqi ^ Riq 1 
vo^flRq*! qf siqRrqt qq rt?tRtr q^tsRi q>t f^iRi-Rqt^ 3<^5 in’ 1 qiRiRRt Rt x-f^n qR^ q>t si^sq q>t q^ ^ i qf^ 

H'flqrq q^ qR^ ^ nqc^ ^ Rqiqi qR f^qi Riqi cit sitqqq q^ Rqq ^ Hqc^ Rqrqi q % qqqWl % «iR ^ ^ RT^ ^if^q I 

rwRir qfrqqq % ^TRq qfei (^<^1 q^fri ^rcqr q>t qptiRR gRi ^wm ^ (14 %^rR^ f^q^ % ’ftcR) sfjsnqq srRiqq^t qit cru 
3iRiqq ^'?qRiR 3p^qqj (qit) qit ^jqqr ^ Ri^ qiRrq (hRRi«c XI ^7^) I 'q^ft? nfci^ci Ucur q>t qRqrqi qq> RTSTRiq* 
sqqRiq Mr-Rr^' # ^ q^ 11 

^ (^) % \j+i«i(3|«ki: 


. 3Rto, q#^ qit dsjT wq crrarRiqi aiq^ra Mi-Ri^ % 3i^qR qRT% % Riq aflq qm ^ qRftr«e IV 4 qq qqq 

'" ^ qq qiM qR^ § ^ i3 rR ~ < i 4 1 ^ (^) l 


q?fr^, 5R5^ qqtq-q?g (Rs^Iqs) % qiP wi ^ ^ qf, Rrqqqfl^, fciM R?qfcT jtpr qRqi 3i^f$m 11 sRte 
s^ Rsqqq # qi^ 4 *ftR^ RqIWT ^ ^5;^ - qR qJT qqtq R# fq Riqqqft ^jqRSI RR^T SlRiqi^ |r, 3f|q Rf M ^ 
qqq ^r^Mf RiqrqrRiq ^ qqFftqtt q ^ w.awir!^ % Mr ^ Rqitt rt r% i qq? ' rhri^^t^ RFqf^. ?Rq qq qM 
, 'f^ ^RifqRr fciM Rq ^ qM qRqi rRtM ^ l ^Jjqqi-qR qaq RqrRrfl^ R?qRf irr, qRfi 3iraR rRiRi ^ 

^ d T ^g i q i q tfiR i R i ^ ^ qq^ M rRt wi1%q i 

Rj^i Rr^ W'qf^ ^ ^ ^ ^ q^ # (q^l^ suRp STSTR 3Jc|qw> 3faiqT ^ ^qRp qfr ^fTil HHRiR 3IRqT 

f^:?rwT;^ -JRR ?t), q^t Mt Mr Rq ^ RteJ qRiRiRi ^ hirt Mr rt Rq^n # (RiRrei Rq ^ 'i^Ri4 qRiRiRl ^ #. 

Rt qTRT ^ M (Mut) 4 vjqqf^ M qqsrjfiR ^ % Rrq r?Ri?t ^ ststr rr^t Mft frtj^ % M qiRjfd rt^ ^ Rqst t) i 
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fclR)cn ^ ^ SRWsI ^ - rft vJliltPl'fl^TD 3TT^ ^ -i-i% '^I'l 

f%^5T W5ft ^rf%^ 3)Pi<41451: <115*1 Pi wl ^ t 

3TmN ?fPlp! SfOTZpr ^ 1TPT c^ ^ ^ fcfq^ cZrfrfKT^ % 3rf^fti5T?1, ^STT 3fK ^ 'Hi<4t||41 

«i'!d41 dill's; 3fK arfticfjptcfj (BTBTRitcfj^) ^fiTEpn (%4I, % ^>4icrpft, dPi^i 4d4'(Tl 

^t?5jT3flr % ^[r4tnf^ 3fk ^fr ^nPier 11 

3?^3JIR cZjfrfrqt % \illd<45l>n^TT5 ^BHf^ ^ ?llPl<?1 Pf>4 3n''T?^Tcf5 ?R^ ^ 'Jlid <^41 ^2^1 311^4^ 

'jiiHchi'TI^Ttj ^ ^ ^ LjRf^ik; VI4" tttt 11 

_j 

4.1.1. woi I (BF14 3jhyf-f45rH): woi 4r sTGTir^ ^ t BP14 (Jim!) 4r ^ 3 ij4tw msft m sf!^ ^ 

5RT 3fK 411 3|[cbcH 4r7BT i 3TTJT?fk Wi Pi cbm ^ ^ xRT 4 4! 31244B! 41T 4?-<iM4NI<1Hcb BtcfT t 3tk 4 3TKJ7TB 

T4W ■«4:441 <^(^41 3r?1^ ^ fcT^ HcbR 4l <^1^141' ^ f^ ^ 11 ^TFTF^ : TTlrfi^ Rqiib'dl cfT^ 3ll4pl4l, cblRlcbl- 

Pi'^iTTi 3!Wfim!, ^ 3 t?2ttr ^i!f?r4! ^ ^trit 11 ^mPl ^rm sfhi^-fcTgTPT m?!! stgtob! ^ m54m ^ war 47 ! 

#. 4! 3fm Pi cbm 4)vi4i ^ ^rrf! ^ 31 ! ^ 4! ^gsTFr w ^^cpcn 11 

xrtjt [ ^ f%tT cTT^ sragraRf! iFiq' ^ PprI^Psci 'q^gsi! ^ ^ ^ t^b spy^ i3mir TRfrm TirPief ^FtIt t: 

41) 5miT 3Tm4 wrp4?T; m' % m«tP44i 3te 4^ % f^ H5:4iRid ^ 4>1 41 ! urmr cian ^ ^rPiPf 4131 ! 

(f^^crtld) 4?f Jlflfcl c^ \Jimi BtrfT t, f^PT^ 3n?n 4>1 ^ Tfcb^ft 11 ?4 31«rzpT! ?! PlRud ^ ^ 3!k 31^, 5141R 4>1 

^ ?rTPrH Ftm 11 

^) 3fm-*lPt<^7l, 3iait?l, 3f|i(tT 4l 314!414UI, Pl?T^, WTT^B 3!k HHl<mv44 44 x{!^^rfcb4 I 41lf^ ^ 31B444 Pi cbm 4)3141 4l 

4n^ ^ t, ^ g^cbxiui f^csm ?! ^?!?t mm <p^ PlPisi 34^ 4?!! ?! 3f!4ET-?TPi47! ?ih^ 4it 4?n h?tt^ ^ PH4t vtptt 
^4Tf^ ^pT41 47 ) RliblR?l! 44 ^T?Ta!?T ^ ^ I 34!^ c4fTb4!, ^ ^am 3lk ?TTt 31?!! (g^ 3!k 4^ 4i 3mw ^ 

4^) 4T^ "^Wl, 44^, ?r%ernj cmr ^npRB 4i ^ 3f!4£i~?Tfcr^ m4) ^nmnf! 4 ^ >!! Pr4R 1^ yTPTT xn 1 % 41 


4 ) 3flw-f^ ; 3ftw craiT 3fCZ144 4^ 3icl: %3!! 4l 3imT? 4? ^4721 >W4^41 aiPh'q) 31S14] ^ 4T^ ViM ^! 3f!44-PH4r mEJI 

31«T44 3fr7 5fplDl4R4^ sflW ^ ^ ^iefpRT 31tznf4 (3f!4^4pr4f1/ 31)44 - 314444) PHV 44 mi^ t I 4f^ 4tff144T 3!k 

^T4Tpr4 44l4)r4(4cbdl % 44^ ?fri^ b!, d! ^?!M ^ UTFf ^)4tlrf|l4T 3441^ 4K ^ 310144! ^! elPJ 4!! ^ 4T^ ?g44l! 44T 

^441 4841424 pi<j*i) (^Mn^d) 45) 444^ ^ 4FT44T Pl4f 441?!! -I 

4) 3l)44 4P^4?4 44 ^31B!) ?TN ; df^^dl 31441 3M4KI<rHcb cTT4! ^ 347^141 3{£444, 474 I ?! 441 Tfpa 4t44 ^ cf!7 4? 4cn4 ^ 
7141^ 11 F7T 4447 % 31E444 7TT?n?4cT: 414 % 47^4! ^ 444^ 34^ t, ^ 44 b) 1144 fTT g7i34tft 47^4 ^ t!!^ ^ 

3j)44 'A<^U 47 ) YJ)^ 314pl ^ sfm 7Tf«t144T 4^ 717444 ^ 4T4T 44 714141 B) I 

4 B %i 4 f^ 47) \ 4 r)! t f^ 47141 % qftenn, cTwP^ stIw-Pibrb ^ nf^i^ 34 ^w! Png thI^v !^h¥! ^ gPi 4 T 3 T! 7141 4 i 4 

B), 4i) c^frbil) 47) Pl^ ^ PmTpft 31)7 417# % fc41[ 3444441 b) !" 


4.1.2. 47?4!l (<JMxn7rct147 TsfH^ 4^)844) 

4701 II trf! 34 n! 44 344p141 4t44 310144 4 !) 444 41^ ^)P[4)' ^ PPt!! Pl^ 71444 312141 cl444! % PpTft 3f!44 4 !) 4?4plc4 44 ^74444 
4174T 424 744 ^ 3j)44 ^ 15 % 74 ? 1 P 4 tslcTl 3T4pl % SiPiRib 4?4^ 3fr7 ^flPan) 44 4?4 71444 ^! 

■474 II ^ 344^14 Pfl^T^ 754 ^ 'ilPicj) % ^ P44 ^1^ 4T%4 P^dcbl ^414 31^54^4 7lcb|uf 4744 ^ % gTTT Pb4l *141 ^ PTTT^ 

^444 71^6 3T^54^kT 754 ^ 7T41R!)4 4T 7T?n4 ^ 1414 I 5^ Sityii'i) 47 ) 47 ^) 47 ) ^ p747pft 4 !) Tfl?)! xlff^lj I BTT 717?4 44 441 hBc4'^'^! 7784 

t ‘ 474 III ^ 4fle4n! % ?|71^ ( 41 !) 424 424T424 p744! 4l! 44 417411 4701 II ?! 44)4 4 !) ^ 417!) ^|7pfl ^HIHMd: (^PR B^ 

4^), 4701 I ^ 444!4 4 !) 47c!) 714^ 4^ 7^7145) ^ 414 Bttf! ^ I 4701 II 310144) ^ SlPlRrb 4^44 ^ 7741^ ^ - 474 II 312141 474 

III ^ 317^ % 310144! ^ P4? 7i4lf^ 310144 314: Rgsf). 444171?4414241424 p74?f! (1^14^ TH^-Tll^ 471^ 41^ B^IFB ^ ?17Pl71 f) 31)7 
7184 3H7i<s4l3i! (441B70112I, Bc^ 414771 7!)4 ^) 44 ^741414 B4 4^74) 4i) ?a!4f) PlT^Wl, 3441^ ^ 534-7ig4E14) 4 !) 4714 4211 
4 ^) 870 !) 37^ 314: f«rg3l! 41 ! TIlPlTf 417 ^ 4141 PH41 141 714141 ^1 

4f^ 3nfe, 3fl44 % 4g-71^)4 7118TP^ f^<bm ^ 414 ^ 4)7 47 TlKlf^ 4 fteloi 4711^ ^ feTCJ t, 4) W 4 ! 424 tIM 4 !) TRsUl 44 
B7T 44 IR % 4^)?Tof! 45 ) 4774 4 IBI^ 44 sflPirii 37^51144 MlPlcb)’!) 4^ 444^ ^41^ 4lf^ I 





[’^rTn-*T3P53(i)] 




4.1.3. Ill yf^tbK4> ^^«FT) 

^ li! ^ ^ ^ t, ^Wl?*r4> ^ (iTf) ^ 31^ ^ ^ ^ I ^^ ^ ^ 

TT^ JTRI^ wm ^ ^ ^ ^ ^ ^ 3ttw Pl^?t'lt ^ ^ 

^ ^ ^ ^ ^5^ 3ff? 11 ^ 3n?ra, f^iw ^ 

^rrf^ I III ^ ^ (^pTJP,- ^ ^ 3i^ ^ 3^1? cns#ra> ^ tt^), '^i^i 

^ 3frw ^ #T ^ f^rf^m w1 ^ 3frw ^ 3wen ^ 3frw (s^i) ^ ^ afrw ^n aik jTHiq'io^iqcPTu ^ 

ent afR 3d^ OTT-^ ift 4?l ^ Wuft 11 

^ III ^ t, ^ ^ IM ^ ^ 11 ^ 111 ^ ^ ^ ^ 3^°T^. 3ftw % wfrrr ^ ^ 

^ ;fr^ 5RT^ 45^ ^ ^JTPrfr ^TR^Jlfl 4^ ^TT ^ # {f^iqW Wff ^IR^) I 

w ^ w? 3<g^1f^d ^ ^ aM % ^ III ^ 31^21^ ^ ^ 3TR??T*pm ^ t. ^ ina?fJR> ^ ^ 

^ t MiiHch i ^n ^ ^ ^ ^ argiTR aft^ ^ '41^ W\4i ^ aft? inrratRK^ 

^ ;r^ ?ne^ ^ ^ ^ I ^^ afr^ ^ 5f^ ^ ^ ^^’TT^ ^ 

^ ^ Rnif^RJ to? ^ ato ^ to to ^ ’ft argtor ^ to trt t. argirm Rfsto ^ ^ amir? ?? ton 

(toto) ^ 3tg?i^ 5RR ?ft ^ ?to t. ^ 3nto ^3to^sn^ft?^^-lV^ afsi^ wrft ^ to ^ 

arjsTFR RTftoft ^ argfttto to (totor) cPt wft? ?>?% ^cHi^fi w?R i 

attoi, ato % Msrto toM % ’tft % ^ft? ?? ^arto ?fm % to tto "tot m\ ? 1 tot 4ft ?to ?? 

^ QcM^ ft) ?ftan^ 4 ft ^TRcT ft fft)? 4nft ?? aflfqcq ai^siinq wilftqjpft 4ft «Rn4rr ^sthi i 

4.1.4. IV (fftW4 - 444[Tg tft’TTfftt) 

wr-i IV % asm «a«nm t (PraPra fSrwft wl ot^)'ift afiTO wl Pra^ % ^ 

;fl ^ * I rt 3i«ra=#'P'5t^ «*>TO ^ Pift?i 17«i, 3^1^ sniralOT^aim 3te 

ns#!'fl >« art frai ^ * I d 5"^ ?fe'fl araroai =^ ^TOii arai t % i !tw 3*>TO « 

s!rtrt#ais#P!ssrt#^rtat^jrtfirtt»rtrtH^»3|gi!HrtTOrt j.rtigyrt»!aaiPi<nstrortl te!^^^ 

siftni ain#! iR f#! art 31^ arasrt ^ artRw rtnsaftro stpr fiBsiR), ^^ura-nfiTBwi aasi ^rt> asras <rai 

PrSas (rt) % rtss arts # Ra«rt asis sfrt % !#■ Ssr f#! -nn aaras wPw #. ssifjr % fi#. ^-ss/arwratn-ss. •rs!- 

toR (*?Fmto aft? ?to ^3W? 4 ? 31?^ ftj atwm, anffti 

4.1.5. to? 3T«2PR : 


to viHd^ cfT (?fft? £tT?T aft^^I ft) ?TR 4ft to 4ft RRT 4 '4?) aiHHR 

ft.s % ^ art! if rtifs fiP! sn ssn ^aisf^ an rt asrtte sfmrt ^-rt# A’rti 

wTOi ^ aoRH SRR art niftn I ^ awns rtro ^ ^ !WH nrti sOTrt ^ f#: art ^ I sra^ 

OTte ara>rt # arawnjm ^ !jrt3R4 % f^ rt anrtf # ai araf^ anrtnw % ftR #aR f^ an 

tottot ftg tor? to to ^ I 

4^ Hig; ?pft to ato toTiy! 454T aT4?fto ftg to to ft) to afttoR^: to - to^=T«^ 

to ^ ^ ^ ^ ^ 4 itor^ ft 3fr44 to ft^ to^, argto^ ?? ton ft) 5mT4 4 t gto^ ^ ^ ^ ^ 

3ftttoft)totoftto4^toft4tF?ffttoHto^ftg^^^^^l^^^^^^ 

4)? to to 11 tot ^ ft ftt to 4Tft1 ^ ^|toft ft) toTft ft fft^ (^) ar^toRt ftj ^ ftf to ^ 

4 ? tofct toto ft ^ to to toto aft? to toefSRt ato?^ ft attoto: ftftt totonft to^at 4to tot ^rto, torft to 

an^ tomr ^ 1ft^ ffttoR-ftg to to to (^) ^ Hwto tom ftr;^^ ?^ 

to '^414)? ^ (ftt) ft to-?RPmT 1^ arsto toft to ^ ftto ft) “itto toviHci^idi %■< i<i^ 4)T ?T??to ?eii1to tor ?t i 

(tofto I. to 8.1,8.2 aft? 8.3 ftfti) 1 
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^ ofrw cTSTT ^ WcRT cTT^ W33^2nHf^ 

^ ^t?-c^5Tf^^ 3rKT^r^ i5rq^ fit ttt^ siariT^ ^ 3i?g?T 

v»IH'H^<}!4| ; 

JTf^ 5ffW ^ efTSTt^ T^ ^ ^ arjJTlf^^T ^ ^ ^ Tpf^ >T%cng#, »T^HT3?t, ^ 

#^, ^ ararm 3R7 am wuiif^i^j ^ citn qft ^ ?cTmT'^^ if, ^ ^^ 

afrw % % mraf^ ^ omfqqff 11 alNw W”?^ ^ ^ off 

ajft qr^lr ^ ariifN ^'f^cT 1^ mj an^ anmf^ ^ Ft: arg^ F?r jm % a?#f w 5m qml^RT FtFn i (qftf^ 

I. im 8.3 ^) ,, , - V 

''^'' '. ' I ■ ^ 

vH’ilRjf^rHr (^jftjrHl) i; : • ‘ . , 

^tn I!! ?rT%Tqq5 qftamt ^ (aft? nmto % f^qj^q ^ ^mq !l d qtM ^ -zift 

• w‘$cmJfcR^c^ fW--#.w^i3mcff7 q? ^i^;':3is^ ’*' 

• ^ qrro^qm qq FcfR f^ ^qmr #. ^RT^f RfWT # |S im ^TI^ Ft. ^ , 

• =ra rn WHRRi is fiiftre s>rm i(l^ % fg oM <( si w i kh i: wn?'Bn% anM.'awi' vV ■ ' 

ait? jrqrqtmrq^mr^ 4) I '■; ■ ■ . ■.;■ > ■. ■ 

-- fy.^N.... ■ 

41ld-mwr«i 

qq aftqei f^rwr ^ irra-f^cm ?matt arszm^ qq ?Tim-M?Tq 

q*. qaq mr^ -vmqm ^ 5mrcftmicj.^di qan ^ q? m? ^ \ gx^fm ^ ^ ^ 

aiT^ q^ ^ %ztt qqqi ?nt^ i m Ffrate f^r^sm A FT5r it fiifAet w^ ilttr fA>^ 

qft q^ aitqq jmmm amqj amm ^ ^ qqit^ qr^-f^iteTTt, eft jtr^r? 5WrRTqtft 
ariqr^ qff erT^Picn' q^sqq anqj% qT?T-fqli»«ii i isi^^ 

mrmit ^ ^ mf^ arrot ^ ^ ejqntiWt i- ■' ‘ '; 

q^r qm 3^ arami amm ^ qra-^ qft JtW 

ml ^ qrm 1^ qq^ q%, ^ ^ atra^it i, ’i^' Rrmmim m j^.-amri'^ ^ 

aimf^ argqqqt ^ ^ viM^tjfl qTPTq?Tft'FT%cT it arsrqi ^ ^ q'it l ■ ; W ' v 

qf^ q^ aitqq ^ qrq-fxif?tK?n ?tM ^f q>?^ «mcn t ^ qTet-f^ra»cHi ?Wt arwim titj f%Rn 

t. q| Fq arsm^ qwi A ^qrf^ teq % irrtJTt aismf^qqq fWft 

q? amtqq hk^ci ?m mct-f^t^oHi amp^ ^ttfim Ft ^FT «r®ff ^ sjTOtq % 1^ Rtqorq 

'UJTrr^ Ttft .jllT i ^ ^')i? i \ : v i- ;v: "'j^ .c-^ ,.v.-.'' ..;• \ . v ‘ 


• ,- ; , ■ .'''':,fi ■-',- v.'^''jf^^;'*-";.*;. .i\: ;vi -i 

- ■'■■•'•^■- ■-■■■ ■ js;.;. ■..^.::;■■■■’:■'',♦'V^q;v■^:^:^■^^^;^;:4^V ■-■■■■■■'-''. ' 

■ A*... *"* < ^ ;ij .- f ■••X‘: ■ * >■»?". 1 . Mk i ’^'.•t:y'.-.'-' ''i:.''^'-'r‘'T-''' 


Si# 


^ aTfep arim^ qtt Ft^ft I 
qicf - f^rf^fqqTT aiwrqt ^ Pth [ctfed ^Ttf^Tpr Ft^ ?rr%q:* 
m. efiarf^m qftsqii 

'i3. mrmit’t f^ mj % mar stR^ - 

q. qqq - #^m} A t^rq^ afrqaj qq 

qq Trqq qj?^ % ^ aitw qfcfqtt aRzfTm I'atszrarq 
qTftq I 

qf^ q^ afrqq ermt-feTf^Km mff % vj^tjK i c-Hq) ^rsarq i 

7^, f^fmr ^Tqr qT%q aft? ^f arrm^ qrr 3 |t^ ar^qifm ^ merJR^ • •"•■ ■■.■n' 

qTe! ' fpRhoni qrqfT mfe fcHf^d qnqqqftnm Tisirf^ uhw 


qra ' f^fteq qrqfT mfe fe#m qqqqqft^ ??Fqf^ q^'.^j^ 
qPtrqqft ^ f^ 3FT^ t ff ' 

mqqq%q7- wqf^ qim mmft [ qanl^t, ^ irmt - fitter! wf(^ qft mm trair. fm?t mm 4 ^ ^ ^ 






[ <=[Rn—^P»g3(i)3 _ TO WTFTO ; 

^ arann % w«‘>?w ^ ^ ^ ^ wra *(T%rRl ^ atszm ^ tg ^^IciRtp 

^nf^ I <WT ^ arcm ^ ^ ^ fcri^ ^ F?^ 3fk cii'fl')^ 

fcr^ ’Enf^i 3T«zm ^ ^ ^ ^ smr? 3W^ ^ ^ 

#nf^ % vaqm^ re ^ aiann ^ ^ t fJR^f 3p^ mi ^ncn-fmr / arf^nto ^ icii^'HH 3m^ 

WTc! - f^?f^K?n ^ % ’Tm ^ ^i wM ^ ^ ^f ^ ^srr?^ i W siewt ^ ^i>t ^ ^ 

/ ftfira? ^^TOSfJP «i>^ w^ ^rot*<T ^ i 

giH - ^ ^ wi pfTa#T^ q^ten>ft % ^«n ?f5^ ^ aro ^ ^ ^ wra- 

f^iftn^, 3TreiH-W5i. crrate w n^-wnf^ ^ ^ ap5FT ?rR ^ i 

»nN5ft apwi ^ Prai^ ^ftrt^: 

^rpfSTcft 3T6M ^ f'^eTT^ ^Tcft Hf^^elT3fj ^ oTOTPhf^ q^feTift tJ c^lft Jillf^d tnf^ ^ aflW ^ ftcTT^ Mf^diaft aracTI 

’anr^ f^ngart IRT ajRifiJcT ^ ffsn ^ f^if^ ^-^ct ararar ^ ^ fterr^ *if^ciia?t 

^ ^gf^ att^ vJM^ttt ^ ^ f i 

Tnifg^ % gqrjt^ ^ an^rf^maft^ % ^«TT ^ ^ afi^ ^ f^ ^3^ 

3 T^ arM arlfecT #fr i ^ cfPi^ t, w fsi afNtj ^ afr? ^ wrpt ^ ^ ^mi ^ % ^ 
' ♦ i P i fe^fn TTft tht aftqfti - ftgJH inirat % f^ f^njafi g>t f^pRpft '«a>fl «til^q i 


4.2 d i wf^ aiom iR^fT, ^FTTr (trftftneVli): 

i 4>t *r4 5-8 % a>#=f 4>t ^ 4T# pirafin^j aium dw4iit wm ’qrat ^ wai 3i'd'(f«^ cf^ ^ <4Vt't^ 

^1 #ft ^rrf^ l P > »w % ^ ^ 4)14)?^ 5^ ai-fH^ % Vil % f^RT^ HriJ* aiuiqH ^ 

ar^Rf) SRT MH iftra ^Pirr 4 trt ap^i^ 4it ^nwPif^ 4 ^4fi ^rit eft ^ a^zra^ ^ ?nf^ qRJ4) ap^w 

lfR^q^ff^ ft WRRm ^ f^-g^ 4 ^ art^R^^ ftrgr ^ arszm % Bft 4^ 

argpnf^^cT 4 R 4 T i 4 i^ g«n ^ gcg 47 ^aggrP - TRsn 

44 afrgg wim ^ ifi i p gg) tier ^ amrg 7 #cT wwi arepTif^ 7S4 ^ sW 1^ 44 ' ^rszRRfr % f^ ^ ^ ^ 

4 cP ^^1l!4T IRg^ ^74T tJR^rft ^ 1 tHIW 4 3l«m ^ Ttflw teni, aflqg 


4 ^ arafe. afigg 4f^ ^ ^ ( 4 ^^ XI t^).m\ aror ^4=44R^3W4T44 3fr4g44l44)T ar^wm 

4 4)?^ % ePK”! 4T%4 I - 


5. apg ^ ^ f^rf^raiw 747 : gf^ 31^ t4T ^ afrqg % 444t4 47 4447 % 4t^ 4r^ 14 ^ ^ 4^ 

\ 3 " 4 r g 74 l # 7 | 7 RP 4)1 4154 . ^ 34 ^ 4^ ^ BlY^4I, 3fl44 W^J^Rnaff ^ 4T^ ^ ^^414^ anf^ (^ 4l^f^ I, 44 9.2) I 

fTft 4447 . 4 ^ aftgg ^ 43 ? RfPfgjH^P % fm ^I4t4 tfhr 47 f^PTft ^ :^ 4T47T ^ ggr ^ eft. ^ ^ ^37^% 44741 

?mT 4T7tf^raP41 % 7ng. gf^ ^ 4174 ^ 4754 W7T wift4 (^ 4f^ftT^ 1,44 9.1 (tr) 1. g? '^^41 qi4Yv»i4) 4T7T 41771 ^ 3^44 

% ^pfVH 4)Y aigfir ^ ^Y714 argwig wife^T^ ^ 47g[cr 457^ 7?4T gTfl41 

6 . f^q qyg Ttwift ^ f^flTT f^q^R ^ 44 ; alYgg algwgYn % 4T4 ^ 7S4 4 4734 4 ^ giMt 7n%? 1 

4 TTTf^ 4)7%) P i g l in g 414 TTlfel Jf^ 4T4; TTgloR: 7|7TcP 44 747^; 7i%4; 7|7TP cRH ^7T4) ^ 

4^: Mg 0f47ig gi g Y ^ wim (M M, gra f¥^ tWY, ^RiMem M, anf^}, 477q7-Mg; %4rcFft: 

? ^fc r g r d . aflgg 4 T 774 M - f^: argfftR 44 i 4 : ate afrgg - gtet afk afigg ta g^i, arnigarTg, ir^ 

7T4?ft ^^g4I. 40^1714 cigi 773773T4 Tig^ft aig^ll I 7T*fl Acp41 ^•^YctTl, 44141 ^ 714^ TTlfjcg aft7 tWY f^TSTT 7n4lft 4^. ^lY 4T4 ^ 47^ 

^ oiiv > <|Y ., 7 ^ 1 ^ ]fn^ Pigt7ui v?fR4^ 4>Y f^gg-47g % ai^Tig 9 Y 41 d>d>n 1 1 

ftg aflfgg aflTT jftg; 9 ® ^ ^ 




% <?T4 .g? ai^l^cf t 4? 'J^14 4>! ^ ar^:^ 4^ ^ 4 ^, 

Y ^ ^ I ^ aflgg 44i4 afR aif^ i3tqT5-% 4 ^ MrgT44) 


mte# ^Ttpr^ ^ 


..^ ♦ - 
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’TRcT ^ f^qoR % =fti[ % c?T«f^ TT^t«TWl/ artW cR^ ^ ^ ^ ^ ’SIT^ SIT®#: 

1 . W*! click'll 

ifrw ^PT ?isjT f^rl^pc^ Iurt^ ^ # 

2. TFHnrf^rcP sft? 'i i: 

2.1 'H'yeip'i ^ <n^ ^ 

afiTO ^tpn {^rSTTfcFTcl 3i^ 

2.2 ■»lrf^ STTcpt 







[MFTII— 


Wai5TWT5r : gTOTWr 


JTT^-Piyl>^u| TTjT4 cPT ’(■iii'l^H 
3T^ Jjulc(Tll Pl^^ui ^ 

STl^^JrqR RlPl^i^iH 
xHJIddI 3^Hnr! 

fcTf^WTcW Ht^f^ ^ fclftjHi'<Jcr>'<ui 

3 RRf^W ?rr^ 3T8M ^f>"d »TR#?f jTI^, ^ cTPJfl* ^ 


teR 

3^jf^ 

^TT^ ^^cf) <1*11 Mai 

«rcT 3TW^ 3^HTIFI 

MWlfcId ^U'SK^I nRl^fatll sIHK 
^ anfte ^ ^ f^Rcn ^;e?7tcFT 

A rv rv rs. -r 

^ 3TT^ ter d ii afi r^ ^ ^ ^ 3?^Tr?f^ %-Tcnto ^ (sn^. ^) 3 Tsm 

vJfRfrq 3frw ^ 'M'<n4 an^lftrcT - «r^ 5FTT# ^ <^ldl f^RcTf 2.1,2.3, 2.6, 2.7 ^ ’^nfifcf 

3Tlte ^ 11 

3. affW-fcTsIPT (fcT?^ «1H*lfl ^ II ^) 

3.1 TTN 

3.2 fcri^ ^ 

3.3 ^HFTPET sfmtfUT <PF} 

3.4 3T^cRff nan ^7^) ^«TT 3TlT?n f^R 3i«rqn 

3.5 3fm - nf^: w^\^. wwi, nrn^n 

4. fcm-fcjgrR: onH^^rfi ^ hi ^) 

4.1 n?c| 

4.2 tttn? fcmrnRT srazmn 

4.3 n? iRRn-OTnr 

4.4 nmT IRTR nan Rl4>KHIrH4) RmTfpnT 3T«7nn 

4.5 ^fan%I f^'^lTfJdl 

4.6 ircT';''nRfRT^ / 3if^^nn?ffHnT 

4.7 vjiifrl fcmTrnnT 

4.8 chlRul^ilRtf^c^l 

5. nm / onarf^fR) 3 ^ - fcrrm (n^ i): 

5.1 nR 

5.2 Rff^rtd afmafin imm 

5.3 WTTRT afmaffn wn 

5.4 3frw - nf^, TFn^?H, Rid^ui, tmrnnn, n?n^ 

5.5 3frw - / 3fRn chiJcbdN ^ nTw 


2446 GI/2003—2 
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[PartII—Sec. 3(i)1 


6. frrfcfJr#!!! qftOT (WH It) 

6.1 ^7N 

6.2 ^ i^Rf^ibt; VII ^ 11 

7. viHx|KlrHct) qfteTUT ill) 

7.1 TfR 

7.2 nsn 3TRr^ cf?t ^ SRT^ tcff^ 3TanRT 

8. 

8.1 

8.2 •- ^W«£rai / 

8.3 3TRT 3TgRRT vd>< l RlRl>r^ l, ^ am^ cHcft 

9. ^ ^ w: 

9.1 'cfr ^ q? ^ ^r PinfeiRsid cift t - 

<f>. eRFR ^ eTprr 'm (fcrwr) 

w^. 

tim'd c^di, cf)KU] ^I ^ 

9.2 f^rRT ^ % srFJR ^ <TRIT ^ ^ W 3j^HlRd WT t ^ ^ ^ OTJTtT[ q? qf^g, ^ ^ ^ I 

9.3 ^jqv! fsri??f qMi<Ji tps 3T8icn qq whi'jii.I':^, irsn ■'3^^fb 

10. fc^ TJtHT 

10.1 ^sft wwifcld ijof TJtHT 

10.2 c>1«ieil ?r8fr f^esft q>r qR>^ 

11 . ^ iisn qfier^ii 

11.1 qfteRi / ’iicl'y'l, ^jyt 3r^ cfsir ^ sffqg qcrral cTsit 3if^ ^ (50 

•.ijTrail % iRTR smqi ^ 3T^Fm qrf^iqF^ flrl^ wr ?1 ci^ 3Tf^ . 

feoRTT . ' • ■: 

(1) Tnft 'dHw alWsff cf) ^ ^ Weft 11 ^ *1 qF>T ^ ms 

(2) merf&ich qftaiTTft % snftRf crq % jr^tt artWt % Ffi mi ’jr ms ^ i 

MRf^l«S II 
3ftW -f^IR 

1 . RT55T^ 

ft ftftftnmr-fftfTR % qiftTf ft TiFPisT mrft % fciRrce san wfRi aft^Ei-lftsTFi wft ararzR ^ tn^tr i aftmi fftmra % 
qRfSrm wftr ft -g^eiT ^[emrm^ ^ fftftmip) strizh mifts sqwr ^ ift ft i ftfti f^jf^ ft 

-fftlTR ^ W WPS '^cnVi efft eTFJ IftlSl STT WcTT ft I g^SH 3ftmJ - %TPT 3IESIF1, WZRPf ft, ^ R r tol l fftfTPf ^ 
ft 3ft? ^dift 3Tf^ SSf^rS <Rft % Wft ft mft? -fftsTH ftftsft ePTSf R SSTSft % SWtftjS sftmi-f^ ^ «PTSI JPIlftf % sR ft 
ft I 

1.1 fftflue 3ftTO • fftsiR (Fift ; 

ftft f^Rl'C 3IHTSS, tftiq ^ tniftq ^ f^vdl^H GpftWeW sftftft % STW-STW guff ^ aimffts smftrft ^ 
3SSR R ftfft I ft 3ifftg^ su s^sfti srst ^ntftrj i 3iQiRTt), ^5fS fftgpfti’ % 

3T^w sft ftkftfftf^ sen qwft-tftwftr % sqftftr sft fttRs^s %st mrsi ft \ 



ISSzSKMil 




1.2 ^: 

1 . 2.1 aif^sfrf afNti - ftHH: , 

jjf^r^ 3frq^ - ta ^ ^ ^ ^ ^ ^ ^ ^ ^ 

3^ ^ 3ilTO-ta=. w aw ^ ^ wat ^ 3fha ^ imnS w 5««nm «R=n * I^ ^ 

aw **i alfiran wriSn# % ait ^ 3>ww fiwi w=n ^ 1 aafea 3^ 

f^ 31W1 WOT w aaw »I sati afito 5® 5M , aaiftnii wwi wiii aSt fo iw 

^tnci ti = _ > 

1 . 2 . 1.1 ^nm#: ^ ^ 

Wi wia. aa aPi aw sflwtwWiOT OTtawsOTi atw ti !OT^ 

$c^4^1f^H l cf tgft ^#tT V^ f^, V^ 3^7/ 3T3W ^ fM filM ’ft XSfHT I 

1 . 2 . 1.2 wwft* H^ITcft : : ;j 

to anii^ wagR wid' attaiW. wioti. atjl aw »ot aR i ft-i a ft fic mai aw aitla » arroa aa a^a^iiaia. ^ »| 

37^ «PT ^3TT^ ’ " 5 

1.2.1.3 *aRR ; 

3{^t|U||^^ ^fW^I ^ ^ ft f^^l vjIF^I I 

1 . 3 . <wi ^«T aftw-ftaii aiopH: 

sfPrapJ ^ 3i«zmt % 31^, ^ wm m. 3ft^ ^ ^ ^ 

aram ^ gft ^shfrcT ^ i ft sftg^ » Tft ^ ^ ^ »°ft ^ ^ 3ti^-ft#^s^tl| i|^ 

3 r5wft, trfteroft, 3ftqg - ?n^, n^ViicW ^ sm^r 5^7 fM 3i^2m=fr 3wr 

igf^ 3Tr^ ^ ^ f I 

1 . 3.1 3 iPT^ ^«T afNa - fiWR % <ii^«i^ aiopH 

1 . 3 . 1.1 w^ flm TRf (*ift4i4'tt»ciT) 

?aj» wfta ^ # Pto (laa ti fWt ^ aw) atftoftaOT. Rw bRi#! aw »w Rm aa aa aiwa^ 
aat!3ialPitoaa7totPR^(aRrtSawanTitai?taaflafRafiif^atoaiatai^aB*^ ■■" 


l. 3 .i. 2 *sfta<iBnmcra 

^ ?nftr?T t, ^ 3 ?w<«ft, dra«i^>i ^ 

^3iapFr 

1.3.t.3*5^^ , V 

t si^F^, WT?ftcrm, ^ni)^ ^ ^ 






‘•;i53^’ 


' s>< 
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1.3.2. 3ftTO-te^ 3lHITn 

t 3T£ZTin ^ TT^TTf^ Hfri^cH sft^-fcTW^ ’f?PT-#T ^ ^ t, fyPT^ STf^rapl 

^5TT, ^5TT 3fr^-^rffH ^ Wm ^ f I 

1.3.2.1. Weft 

^llfild t, ^ ^ ^TT^, leli^lt^ STTFlI^f^, PH, ift^. tTSTT ^ Hl^sjIdH, l^'^cPi'l ^ ■ 

'<Hi'j*n yt^N 3^icf)ci’i I 

1.3.2.2. Tgrartcift^n era 

?TTfira #, iM\iiT\ dl^cbi ^ yidf^rcti srftinl^ql' cf)T sfR ^ araicTT ?Fft7 ^ 

yfrrf^afi ^ 3pft1%^ lieiqlPiw yfctf^qiarf ^ ?mFfT, ^ ^Wfi ctf^s^ ^ w«^ 5r^ % pnrm craji w^-flRf 
yrdffhqi3ff y? 3^^Tm i 

1.3.2.3. (^3^ 3ira) Weft 

5^^ i^llftd t 3TTWm Weft w 3TEJRH, STTW^ PH Wf, 3TrRT?m ?^TSfn ^ t^TriraW Tift? ^ ’ftcR aTRmq 
^ W\^ CTT^ cTan ?Tff^ ^ w? ^fcRfMtcPc? W aTEERPT I 

1.3.2.4. arai am wf^ 

SRT yuiif^i)] gft ^5RTF ^ 4ft t, ^ W apft^iJT ajk^I ft> y’TTqf 44 f^qk^rr f!|7JTT 4441 4R| 

44 ^ I 44TF7T4 ftr anf^TcTcn TTWRTT, 4^44c^-^ 4ft WM, Sl^STT sfR 3??l:W4 44tft 44^1 4ft 444- 

H'Sclld 4ft 4fFft 4T%4 I 

1.4. ft 5?TTtt, fftraft 3ft4y-%ira ft? SfCCRR 344?445 4^1 f 

^ft%T 7-eTPft m ^’41;? 44ft 41^, ft) fftn? e^rar 3TSJc4 3m4 W ^34^ c4^, cpftf ft) ^ ^ W ft WMRJr4 ^54 

aft^4-fftW4 % 3Ii44ftt 4ft 3ll4!^q4)d! t, 4fil 3pftisn4 SIWeT ift, aft?/3^41 4f4 4nft ft) ^ 

aicTiWr fftT=T I ftft ^ ^-^3c4T4 ft^ TTT4^ ft ftt ^54 3ft4E-fftW4 4fte44 4ft 3TT4444)?4 ^ ft, aft4£I-4lft4ft aft? 
3fNEr-fft)4T ip4 ^[eT aftyEI ft) <HMI'1 ftt ftf [ 

1.5. 44«Tfftl4> fft4>T?r ft) ?1Tft«T aftTO-fftBR ft cTlft gTcH ?PRI 

1.5.1 *4441 ft H^c^l 4T? ^^raftr 4v?ft ft> ^ 

*TPRft ft Weft 4T? Ncmqftl 447 ft ft qfft, aiPldlft ^54 aft44-fftW4 ft ^’ftlsHg iftn* *4* 4ft44-4r1^ cRlftf 4? 3pftTsr4 3ft44 ft) 

!P 4 Rft 44 3 TKI?r 4 fft^n 44*4 4 Tf| 4 T 1 irfft 344 ^ 44 ^, ftt, eft ?nft W 4 H fft 4 ) * 4 ? ar^cRft 372441 3 TS 444 41447 ^ 4 T 1 %Tt_ 

■^fl ftpftl fftr4 ftr Rjqii q? 34ElRe1 fti I 

1.5.2 44«ftfti4) ^r4)r?T ft) ft1?ra 

44f,ftft4^ fftchlH ft) ftIWT *TH 4 f 3 ft? 44*T4ft ft ft?t *4? 372741 lifftrST jnTrftt 4ft 4 )?ft ft^ 1c47 aifdRef) 7ft4T-#T 

4)1 34W4444 ?1 ?r4Rft ft ! 

1.5.3 fftquH ?ft1^ ft) 1^ 3rrft4*T 4)?ft ft ^ 

v4?)ft 4? ?1 Tjft, arjqift 3ft? 3T^^ ^54 aftwi-lftw^ 3TE44*ft 44 fftsjkq ^ 4T 44*4 4T1%?, fft^ 4^ ftw 

41?ft 4ft 344W4c4 *T ftt eft ^3?T44 afft^ 4144T 44*4 xPlftt* | ^54 3ft427-fftw^ 37?[; 1^3ft (ft^ i?W) 4ft 3ft? cT%?r 
Iftyp^-e?! STWRpft ft WdSJ 44*T44ff 312441 ft4lpl4) aTHRpfti ft 4TW 44*1451 ft, f?r 444? ft) 3R2RT*ft 4ft 414^ ft ?r45cft ft I 

1.6 53x47 qftW?TTc4 W (ift ^cT ftt) 44 Sftftl 

5.Wt 445 ft44 ti, 1J?54 aft^iT'fftW^ 3TMRpft 4ft 53x47 PRftwric?! W 44 W*T 4)7x7 ?T[ ft tT14T?4 44*4 4Tfft71 ?rfft 3T£44*ft 
ft aftq€4ft45 eft? 47 53x47 4^444x4 424 44 47x7*7 *T fft)4T 44 ?FT ft, e74 ft 37t4)ft 4ft 7-ixqP | td [ T jft lf ^el 4ft 534*ft ^Tlftr | 

4T?i 7J?§TT-3frW7 fftW*r 3I£44*T fftqirlxn 3Te44*ft 44 WR ft 4Ft ft 3722R7*7 55x7*7 yqV l ie il xi l 424 ft) 37^j?TT? xTxTTTJ TJfjft ) 
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1. 'HlHRI 

f^raiwm ^ ^ ^mtTT?TT^ ysjT3Tf ^ 4t) ^ ^ 

3fr^ 51W ^ cTSn ^ WT ^ amtf^ 3fk ^3Wnft ^ ^ ^ ftr 

^ ^ ;jn^ ^i aiKTiHt ^ f^ff^ ^ ^ ^ (* ^ ^) ^ ^ 

^FT^^TTf^ ;jn^ ^rt^zT ^ I ^ aiHizr^ ^ ^ 

c^ 3mm ^ ^ m\f^ (^ f^ 3ia^^ ^ M) ^ ^ ^ ^ ^ iMcnl^ 

f^ ^{T^, ^ 3lt^, iIRffeT , 3Tfcm , cTa?l f^) ^ ^ 

?rrf^ #i 

^3ff ir tttt yu ii ci^ iT^ sf^-^ 3f^f ^ f^mi^ wzTzm wnzif^ ^ ^ ^ ^ 

cfjT% % f^r^nwm-^Tf^ 3i«2Tzn ^ ^ ^ ^ 

TR 3T8Fn ^ ^ araizi^ ^ sfr^-'nf^ snWt ^ I f^WRTKTT ^rl^ a^twfr ^ sht ^t?zft - 

f^n i Thd r ^ prRT%t? tttt 3ftw-^ftq4> ^?wfr ^ ^ ^ ^ t5tM stIzfI ^ 

^an g?t ^ ^ dart mf^raKTT ^ Wm ^ zt^t^h af^z ^ starz?^ 4 ^Mifcwf cTs^t z5W7 

g^t-w ^ wraJg g??^ ^ zpzftt. f^JRrg^ t^mi^ r^art ^ ^ zprif? grg ^ ^- 

^arf^ fcltiiTbdf ar^qzpff ifrggpr f^, grrftef f i 


1.1 ' SUllcfl^ld fi«iiTpdl( ajaiZR 

1.1.1 iTcp^-^ ftgra«n siaizR : ^ a?™ (gf^ I ^ 4.2 ^) ^ (fzfr^ gr^ zM) (#zn afk ^) 1^ zsn^ 

xrrf^ 3fk z?^ grf ^ zjiralg xTTf^ ^ ^ 4 zjgzi^ 

^ 3ftgg % wcmid siggiWiri g^l gzz^ ^ 

amrif^ ^ grftg I ^ ^ eft zjn^ gr^ft zjzrgj ^ 2Tim/2f^ .gr. gft grar gft %q>Tf^ gft zg^ft # i aftgtr ^ ft? grg 14 
^ v 5 pg gft mrpft gft zjfpft grf^, ^ ^^ggg grggj zjzrgz (MLD) aftg sdtrgKrg ttbj zgzrgz (MTD) %g gft z5it 41 grf^g I gf^ 
zigg ?ft f^Jgigzgr % ^eg 3R gft ’ft gg i arw grft gft ^ft^grr 3pg gftgft ^ zsrrft gr^ aftgg ft? g^ 

72 dgj ggr ^ ^ zjnft gr^ sftgg ^ g?^ 14 ggz zjc^ g? gft tgrg ft Z5TPTT gft^ I z??T 3TTg?gg> 

^1?k?ft3frgzjagg^gaft%gm^ftz^. ^ 

^jtrgr gftzjgz 95 gfrrTTcT f^*gr?T zftgr ^ ztm ^ zirpft gTl%g I zjf^ gei^O ft> gr^ ft g^ '^ h \zgr ggnTT, ftt zjzrftz gzNzg ggrft 

zjrrft grflrg i' 

cfftflicpT f!rgTg 5 %zKztftt g^zft ft? grg^ ft gg^ l^fg^ ^ smr *je^cnixq> ^'i\^ gft gfftgftftcr zstpit 

gT%g, ggr z|ZTg5 - fftTr^iftt argi^ 14 ggz ^ gif^ I srl^igrdg w 

gn gzfm Rpgr zsfrgr gif^ i ggrrgrg f4»<igjdf aftg ?nfff^ ttct^ tftwef ftz fttg wig zfagftm gzzft gaft gft 
^ gft vjfpft grf^i ai^Rdcbd i % grgft ft. gzzn ) gft aiRlftg) zjzr^ zpt gg gzzft ft? ^ aftg zrftgggftgf ggiftM ft? 

3ggj^ gg gzftg ftpzTT ;5TTgT grf^ I z^Ft gft grgg I^Jgig^ gg ^ ^ (^4 t^ 

arggr gr^t gftf^ f^rnirw gftgg arrggt fftrgr ww^ itzt ggzi grren t. g^t giterg w zjggz gft ftn-^ (ftg-^ 
vdHdZl) ft 'HiRid %gT zJTTgT dlf^'^ I 

^i!a!=tR-7t«j#nBifti!i l4-,28-.90-3rerai i80-f%4#qfirara>m3iOTa=ii^'i?^iS7rai^f'4^3ira^ 
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THEGAZETTEOFIhC)IA:EXlllAC^IN>^Y fPARTn-^c.smi 

13TfrR PR^if^ei cf?t rfr ^ 

(■^ 1 -8 ^)! fcf^ ^ TTem ^ Hf WcT t WF STtTO ^ x3MiqT|iJ-(^dI^I^'i*l) TTl^ 5)) t( ^ ^SraRft t, eft 
f<inw?n 3TK7epfi ip ^ ^ ^5fptt tnf^ i ’ 

Hjr'fefN - ?|7FP f^tiiTPdf 3TKra^ ^r, 3fm«j ^Pt wm ^ 7 ^3# jmf ^ wtt gm ^ cTTJsf^P^ wn? A 

f.jT^ cffT fc^N % I ^ 3T^2RT^ % 3TTcr?2Tg5 yjtzft 9)1 Wsm, amfcT, wffzff 9)t^HdH ^TEZn, ^ aTT94 
JPg 1.9 it ^ ni 11 

?imT ^ ^ ^ effr fipgt ^srpn tn%TT ^> 9 ^ afiTW - ^ ^ fg^r ^ ^pn ?ft. afr? eft^r aw 

3ft9iT 9?l tPR^Pg ^ ^ I ^19^ snit ?pT9) ^ fcPNlTpai ^ 9rr%(T t^9cR ^ ^ =91%?; 

9? % %pT armif^ ^wwi^p ^pigr % ^ gpRi ^ ^ '91%^ 3199T ^rtm 91%? I 9>t 

T-f^d^ciai 95T £919 % f^, 9«T9eft ^ em ^ ^ 91%?, ^ mU ^MlTpcil 91 ^ 9^ ^ 91%1?, sft? 

3P9 9t % eftw cr5^J99)t9 919 ^ ^ 9n91 91%1?l 

^ f^iwtt %>? 9n^ 991 9ji^ 91^ 919^ A afciFmc*r*, OT9 t%^ 991 ^«99#9 Jtepi 9 tt%ci 

?Y^ I 31TFR 99 t gr?| 9 %T 7 ^ cTT^ ^ 919^ if, iP wff gtt 999 sfl? ^ 9ft9 9tt 9Tpff 91%9 r#T-7t^ (%- 

) H^TTfePqt A arr?f^19) 9 3T%9 f'^^l^'ltplf^ij'liJIH 991 9rS9 (Foundus) wfT^ efft vjlHt 91%9 I 
cJ)lR[0[-fi|9T91 tTFRTtsJt 9)R9ff % 919?^ A 99T 3fGRT9 9?[ 3fttI9-99^ %99t 991 9g)f Iffen ^ %919 JR91%9 

cPierf^ ^ ar^^R ^ =9Tf^! 979 i q^ar^t % %R ^ ?t#e HvnfM 9)t 999 9)t 99 93)cft 119% 3ft99 9)1 %)9i 1991^ 9^ 

# araPTT 979 It, ill 31991 fim99 ^ 31^9% 9T^ 99 7^ t, eft XJ^P STPlfcT ^ Tflf^TH 9)1 9Tptf 91%!? I 

arfinpRT 9lf^ % fir?, ^ armr 9t1 amft ^ f^ 99!^ 7i^99?t1cTm afR %%t^9T ^ tiist x?^ ^|7i^ gR9> %ci79 sjari^ i^,^99) 

fcRTR 99T 7199 9)1 7t9T91?lT 99 1^1^179 FPcT ^ 9nxj9T I 3191 Tfift 9t%cpf % %TXi Xjg) Tfilpr 791X^ 9T79T7 ^799) ^19^ % 97 u ^ 

3119991 <1)1 91799 9^ ?Hl 91%? aft? ^ ?Pt1 %9 t TJI^ 9T%V, 919 31=9 Tlleft X^ 3IT9>^ 999 9 %)T? 9n 71^ I Xt^ 7|7T^ ^cTq) 
fcr979 31^1991, filqf9)cll 3fr7 RqixPdl - 9%^ 39999! ip 3n9R 97 ^ 9%f^J99l if 917917 ^|719) 310799 71^ f I 

A 31X999 ^ ^IRic^l % %T7 719l%9l v^q^it) ^ 719)^ t %T99)1 31^-311^ 79^^: cNfl 3?^ %917XTf 3^91 a me 9 1% t9 3^9 ^ | 

%^9%i9t; 

i. XT9rc7 ^7T9J %919)91 aiOTPR : XR^ 71^ if ^ ^ 9)9 Xl^ 9J9 5-5 9ig 91%xj I 7^999 X£(T7 ?P99g 

9 I%? I 91^ qfr qflam qgist % tMi A xjqx 9tcR1 (Baius) 31991 %xt97 971 % 7rft7 if «17I9J7 3IS191 24 dt ^ 4^ 99^ 7|719>f 
% gTTI 7731 3991 9T%V I 14 IM 99) 71^ 9?! f^RTT^I 9?! X9T41 xn%Xf I 9^ 4) 7l7l7 4) JIN 97 11919, 7T^ #lf%H 7!9tJ1 

q%Rt9l 9t1 ^^991 41 RpH 91%X) i 7199 7)9 X^ 99T%9 319!, 9% 9i% 9)1 %7^-<f8ffcfr7f1 {^^ 9 ^ - 7t9 %5nH) 9>f 7TI%c1 9)791 

9 w4fiJ 11 

ii. 7g719) ^ 4) 310199 : ^ 310199 A> 9^99! A 7rT%7T # %919)91 4) 7159 319 9?! 4^rlH 9)791 9711 919 ^ 3101991 A> fplXJ 
3TfSr9Kl9 Tim 7|7T73 (MTD) 9^1 XFSHfJR 9)791 

ii. (9)) <1'^d (ycix^ llcfl <^<1 91 ^99)) '. 4^ iP XT7cn%7T et15lPl^ 914 4) O'ld H^lfci (q'Oqtll 4 310199 %)4l 

XPT919T%XJ I 9J999 9R 9919^ 7g7l4) 41 XJTPfl 9T%XJ 3#197^ 7|719) 94 ?mi 3il9SI-lltH %7m if 
5 3rff9 f!4 7TT%9i 7191917 10 Rt! 99) TfW 94 Wfrlf^H xmW Xian?! 4) TR^Tif 773191191 9I%Xf I 31% f <1>d9 =^7TO, XJ^- 
TgTTcP 310T99 94 31%9)dH 7f?I 7g7T9) ?14! 7n%T? I 7fl9t 9)1 WRl%9 9^ % f^%1 4) fcixr (tIRPI 9171-9171. %>9I^7fN 
afk ^99FR, 311%) f497p4 94 X7 t 41 9Tf^ W7141%9) 9R XJ9 5T9r97IT7n 9199^ 4) 31T%99) 7)9 x4 %fX47T=ft ^ X^ 

9T%X11 3974 94 7199 Xjfr9 7TS1T 99r%d 394 94 ^99 Xifm 94 Xilpfl '91%XJ I 


iL (9) % ariWcm w ^jTrar ste^rh ^ sfR irr^ f^ 1 

aJk jnjtnwar ^ f^grrft^ ^ •q?«rRT ^TT^ ^ w4 3TTt»T ^'mf^ I 

3T^*nf^ JWT^t ^3^5^ 3l«raT 3lf^l*dH W (^ ift ^ ?^) ^ ^?TcP?ft t. 3l^ #Ff^ 

>t<^ln«iH) MH«i«1i.% fei? ■!T^ ^% qrefm A ^5Tpft ^ ^i?iwcTT Ar piTsrf<>Rf> araRn 

3j»TM ^ ^Tjgj ^ v3l%Rr Trrar # ^ gr? xnf^ I cT?q7ErRT 1 0 cRp q-^terar trgFsf 

^ ^ cn^ ^ q? ^ tsrr^ wrr wif^, Iwr# tr?EmT sri^’t^iihi *tr4^ At ^ ^ 1 

fA> fctgjt (^?^) viHcn t, iTHTfAcT ^a^fci^ giT c^rm, 3n3^#-3lk ^8*^^ , 

lii. 14-28 f^q<cn<j ilRjm fAirtfttil aiORR : ?t;t^ (6-10/f^/^?T^) ?T8n ^ (2.31 

^ 3ll^5?«14>dl M I #T ^ q? IHFcTTftcT cHeite ^ul ffRT ^ ^ iflfll?, 

?f?TqT g>t ft^TcPcn ^ ^ ^lt»?T #ft wrf^, J^EZR ^50^ 3^7,1^ 4 ^ g>t Sfr? 

?t4t gi%i? I ^ gfRl^ jr»n^ %-yricf^ ^ ^ ir ^ tTTl^TT g(t7 ^ ^ 

^ xnftv, ^ ^ A) iRTcTTcT, ^3raf/qFft g>t ^|7FP/ Trf) yjtg-TRTraf^ fcTSTH. 

fei^. cfsiT ^ aM cT g>T Tmrr artzpH fAnn mtptt tnf^ i 

iv. 90 ft^#qr iRJiR ^j?TO ft^rasai aisnR: (i 5-30/fcn/?T^) dsn ^ ^ 

3n«nRRycTT fW^ i ^ ^ jrmrfAcT Mffl%cp ^iFt girt xn%v i At an^ 

cTen ?n1^r5T ^ ET#!? I ?TFf^ ^ ?rr^ ^ % hot 

(WfF*r W9T-4TH, sfr? ^z^BR, aTTf^), ?U'ftf^4> W, HT^^'S, fcIfTR 

Hisft ^ ^ arn-w, aM aft? «’{i<f>i g>T hhtt alk artzrzH i ^trtr ept At 14 % «n^ 

“^cjpOT'H^ (^wf^ 3^7 f^zTOT) # 30^ 4A f^ Hprr ^rrf^ ^ gA ^'rtr ^>28 % 


^ awsrr HOTt ^ jnf^ aft? / afaz^r hts#!* qf^civlH) A» «fT? w f^ hrt tirf^, alk stezrr A wfRi 
f^ tixt jtb^ % f^ ^Jsf^ fArm ^ WifIXT I •‘zqcfPMur (W2nf^ aft? f^RiOT) 4 31# !^ «fA 


^ 3Tn?) ^41^ ! 1 T? ft?n x^.’snUi?, aft? ^psar aiswi ^ vj^rgyi 'Errf^ i 

-' (4-6/f^/^) irsnM 

^;. ,:U ’l HRlf^TZP RT*f ^RT cft^ IR^ 

,-. XRit ?irft^ aiN, ?3T% ^ 

;. ^ 3|^ 5*^4^Rval^ ;H»Tn aft?.?jR ijiRf i 

t ^^'sw-wsm tiftff aiBUPr. 


^ H^!# (<l^<|5 TRjbr ?P][ ^ if f?h5^ 14- a?W 28 - Rg^ftq fA ^I ftid l 3RZIZR 

ftj ?3ipT g>t hzM aiEzrzpft r? fA qi ffid i 

ff^ aft? t?tp ^ztaRi'^5^ -ft 6 iRTRp H? v5ftg Btft tnf^ i xM 4ft wfftd pRi RVf f ^ 4Rft 

vM%?n«i 1:2 ^ argqra ft xjft^ ^nrar x?ift 28 crp, ft» h%ct qrft xft M^au F gRi 

OTW ijtRn? fftnn x!iim 


vrrft fts ift?Pf ?PI 3ft^-3tjttK aiTi^^ ??jn 4Tf]^ i zftfft - ^ ft# anft gra? awcn 10 d^, Htftf 4?^^, aftft 

iRft4dX5Rf^7W4ndT’mf|Tii TrftdnRr 13 41? ^?T4ft i T 4 |- d d ?n f ^ ’ ftr ^44> t 4> 

^ HTW 4ft wTTftl aTBZRTd ft) atd'ft Hftf d? ftfftdUlBH 4R fftdT HPTT tTf^XJI JTrftcP (3T^ dl^) 3ft? 

?fftf%f%fft?I aiHd R4)|4 fft>4i HT4T WTfftxj | 1^4) Xjfftf^f^Tf?f ^ ‘lRl??lcldl 3ft? 3iiyfa-(^s1H ft) feTXJ dd4ft 

Hfd 4ft vJTpft tjlfftv* i Xjfftf^fftriTO aft? fttftf 3R3lj%zft 4ft ddft) ^^cT?) fftSTH % fcRJ HRI 4ft Hlftt dTHlJi 


1.3 ^!Rn Hopra aft? fft<ibr?icH4> ^?iWtii aisnR 


fd 3!siRpft i,?rer 4.4 ft?ft) ^ Hftt aft^ait ft) dPT^ ft ^rnift 4nft 4ft 3!r4?44)'di t, fftrT4n arwra? awgr jnftd 

TtftqRO] ifR^j gjT^ gJt d^Hiaft ft vTrft 4)T fftdR ft 1 ^sTS I.H aft? Ill 3?EZRR (fttft Xjf^ftl ijfftft! ft 3T814T ^ ft, 1^ 
aft? 'd'S II aTHTER ft ^’d>n vTtW Jn 4 Tf^ if! eft? 4 ? Xjf^pft STftRft ^ ft! TTlIftH fft’EII 4TRT 'dlfft? I 




16 THE GAZETTEOTINDIA- EXTRAORDIN _[PARTn-~SE(x 3(1)1 

1.3.1 JTGPH ^nfxR 3IWR(^ I) : 3feCRR ^ Tfvffe ^ ^ ^STTtrtft) A tiTFIT tnff^ I ^ 

^ 28 sfr? w ^ 14 f^) ^ grr, 4r aJk ^RT^T, 'erHf ^ yTFTT ^nf|n^*i afrf, 

?RWrcT 7r4sTTTtJT % ^kpT ^ | #R ^ xlT%tT. 31(^)<1 kTH 

(’IHIHl^d: ^raWt RUdThdl 3TGnFff ^ OTCcT ^ ^ 3TF! ^ I 

^ -^HdH 1 5 3fR 15 RT^3fr ^ PRitR vJTPn i^lfK' I f^4y«'l ^ aRi^ll^d ^ STFPR ^FRH 1^ ^nf^ | 

afrro ^ RPt xfT%TJ f^'R^i'l gW?RRi*5 '% ,f^ ?tl ’ 

m T^fcft ^ ^}pr^ ^ ^ frt^ ^ ^ YS\^ cT^ fxlf^rW ^ ^ wit w1%tT I Tft vSM ^ ?TT'0R2t> RR, ?3m 4>t 

w, ^ % warf^fT^ ^tWt, %r suctbr, TiitiR^/ ar^ 4) ani Wct ^ ?Fn^, trt 4, TRi^r-R7?n?r mm 

afR ^fFm fit^rPT (afr? irqTftRT atit w i) ^ i ^ ?R2I Rwi wi i v3M4iRd afR 

fiwi^pf, ^ i; f^twit ^ i; er^Rit, W{^ mm wpt i f^-TEfR fcRR^f, mflR^' rr, ^ % rir4sI ^sftRm 
afR arrdRtt ifiwit^ wit wf^i jpnf^ atit^gjrrgj-fifi^fRWT ^4?t witwfiT?! 

1.3.2 aiWTR («^ II): ^ xft^ (f>cR>) {arj^Ridd : afR iRr-^t^ (^Tit?F) Myiifci w M^t’l f^RH w^iTRT I 

I ^ RRitRcT iRr ^|?RP ^ am-^j?qRT % W3;ot iRrr s(m w^ ^ ’i rt 

-^HdH fiWdT ?tit W%XI 3^ '^ddH ^ A RKfRlsP OTRRi WWlfcRl ^pRP ^ ar^RTR i aRW ^TRW TRRp 
#TT xTTi%Ti I affRg ii W Rli Cf^ #TT wUtt RRR vJtRI'RTrU'cfj WtffR ^ RP? ^TRl 11 

fiRWR afR ijMdiRd wjst i ^ 20 Rigit ^ (aRiw afR 12 ^grnRr ^ xoRr 1 rRRp 

i 3 n^ tM ^ itRrRRR terfiR i 20 rt Rr afR'^arilTit i 30 Rt f^) R?t wit afR wrt «rci wri ^ 
RT%R I Rjri41 rtrr^ i wRw ?tiRiflR; (rtcttr) R^i> HaRT, ¥ir'0R4> rr r^rrtr, wirtw rt.rrtr, rrRtr, afemR 
afR rrRtr ?RRj R^t WR wrRt R>t wn, prcRRtqTT Rwi#i {Rf^ Ri^ #t); rw i> fcR wn, 
f^, RfR R^t RRT^, RR afR ^RRR/aiM/ cRRRRT cRT Rft aRnRFRcTTR. R^ Ri^ Ft I 

1.3.3 5RTRWcftR (Ri i> 7i Rl? ^ WR i) WT ^TW? ?IRi) aiHIRR (^ Ml) : fR aiORR R^ fct^R''KR ^ ^ MRI^fcTRl i) 

RtwRri R?f wit t, w?T affRR Ri Riciit arsjRT ^ fiwi Riit RMrai Ri ciit aiRf^rit RRj f^TRi wrt arsw W5t ^ i>‘ 
f^rWFT tR wfi^cH RRTJfi ^ R^kT RRjR #r I T?RJ '^t^ {Rtel: te) Rwfi R?t 3TTeRWrfT ^ I RRTR ^piRi ^ TpnRP ^ 

Wa? pci’ll RRR ^?R R7 ^|RTR> it wit RT%R att? W5TP>IR> vJRRR i I^RT Rli Ri 'SRRtR cpxi RR fiRR it vjit Rli RR JPftR 

WRT RTfiR I ^^RRR 4 WJ? (f^RWR WJ? RffiR) ili W%R afR i 15 RTcTTR ^ W%R I RRfR^ % atfiR 

(RiWRR ir 154 fii ^) afTRST fiRT WRT RTiiR afR ^ 14wi 3itR igWi 4 t itWT R? ?|WP it wit wUr. f^Rpi 

WT ^ ^JRRTTR itcR ?t I RTfir RTR RTWaff R^ it^RfR^ RR fiOI WRT RTf^TJ afR iHT RTt Tpjf^f ^ aT^WT RRR>t WR R?l 

wit RTfirr! W’l ilit % WJ? ^ TJ^ R? afR IJR> RTRT RR ^RTR {jTfiw WJ? i 15 R? afR 15 RTRTi) ^ET % 

wwi WTR firm WR RTfirr afR afTRR-RTer ararw Ritew RRraf ^ rrrt rrrr (rr? ^rr? rj ^g^TR wff ^) rr wjnf arRf?? 

4t itwT firm WR rtIItt -aTir ^ 4 sirw? rRrw fitw?, Rft# RiRTwr, rrr afrr ^r tiwi w wi wi i fR rw? rttI 
itit 4 t isjR wi-fiRTRR afR ttwr wfir w ’jcRtwr i^2 itit rtrt RRi 4 t firm wr rt%ti f^TRir ^ WRist ^ 
fi»TRit ^R RR Ri Wit RlflTT | JjRRfmR % HHcj-S R^t iti RT%R ^RT Ri^R fRRT RRT i (3.4.1) I ' 
saTERRR 4) 3TR i T^tiT RT RRtr RR f^RT WR RT%TT afR fi^l'ilit HHcf'?! i 4 Wf^R iti tlTf^TJ - {RcTTTj) RR, Mi 

^fft RR, Ri 4 t rtrr ^sw, RimrwT/ fwt a?cffM ^4 yryf^, afR rri ?RR - %i1i 1 %tr (Rfi wi ?t); rw tei 4 j f^ 
•tmfiR f%R, wjif i ferq-cTR wfHiR rr, 4t RRi^, rrit wr, TjftfErR wi Ri r? afR ar r et T ^ (Rfi 
WRit it) RRT RR arTWRRRT it, RRR - fi^fi f45lld I 
1.4 Rmitq fi'llTbdl 

' i arwm^ (qfifiTR I, RR 4,5 4^) R^ 3TTcr?mF t, wTR^affWTTi Rgisqt i f4Rft144t^ Ri (^ 4 t 3WTR ^^;rr Ri) 45 ‘ 
Rf^ rr4Rt fiR wi w 3RRTR if I rrM {i|^ f^ arafm TjRiRT) i Mtik ^rwif ^ rr RRi % fen? afrro 
Rt aM^TD RR? (if^ ^ RTW 3TWn / RTfi Rfeit RT) eTmRT WR WfitTI fR aTGRlif % fen? fiitR aTKlRR few?R i 





J 
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trrf^ - ^ afk gw? ?t »it» afi? /awm f^5iuj, srf^mpra: 2 p«itM w ^mtn. cwr 

wmn ?5t STHife'^r % Trm ^rrti fan ^>r#r wiT 3T«icn ^ ^f^TcT ^ ^ ^ anJTm 

geR?ftcTm PH mm (e'rfSil^^) % ^rdi afftm ^ frtim ^ ^am ^ ^ ^ ^Tiw ^ 175? 

WT wm xr#Tj 12jf^ afrw ^ wh ^ ^ 3m?jtft?T f%*n ^mcn t, ^ ^3^ TTciWt fcrarrfKTT aTszw^ilr a>t ift 
3fT^^<t>dl ^ I 

ft'Mf&rm: 

i. c3wi aittpR ; 3 ? sraRR cTarr ^ ^^pti cn1%^ 1 qffjaui q^ ^ 3¥R^t cHiaf^w ^ q ^ 

qfc?ftrq {?qq[T q?) ?iq ^ ^prrar wm qT%q 1 qftftpn qqret ^ qra q^ rqen q? cPtrit qrprr qi%q, f^nr^ ^ 

TTRif^ qq? {^%q5^ qq 10% ^ srf^ qrq ?nf^ ^ qn1%q i qq qqT«if'q>t anr^ wr q? qqqj tfr^ 

qq q^ qrpq qrf^ i q^gm qqr?f q5t 3THq-^r?m % qr^^qpff (»^Hdq 3) w infiq fW qipn qT%q, qfl 
cngrf^q^ ^pra7 tet^ ^ ^rr 3?f^ ^ 1 qrfrq q5^ cnwf&rq? 3?qf& % amrR qr, sncfrq q^t 1 ^ 90 cR) q?t ?t 

^rqRft 11 qT?t STNf^ra; 3?Eqqqf ^ ?qxn q? 3#3RT 1^317^ t, snq ^ eiW^K STajqq 4 7?^ 3qqR (fi qs q^ ^) 
q?r qnftci qrPTi qT%q i qif^umt % ^e^rqiq ^ ^snf^ preqnf (ql^sJlqi, ^ ^ qq^qm) cTsqr affqsi eFrnr \jn% 

TfSTH q>t 'i>acf>-I^5iM 'HsitH ^irq qq 3qqtq f^qj ^Hi qT%q | 

il'. ^ 3q4^^/'?Rqq qrrq giqr qit^t-TTcrijf ^fsiqr cqqr q^ - fcitjiTfidi q>t qifq q>t qn^ inflq 1 q? qrrq qq' q>t qfp^t 

qr^q qrq artqq mm ^ gqqmq cTfq f^ ^ ^ 3qf^ qrt qq>m-3qtqqitcRTi 3cqq swqr q>t qc^ tft 

^ ^tqrqqr qq 3 %?t (tsw^ % f^, c^q>i3qi % qqwR ^ gqqlq %q qrr^ qr^ sitqq) \ 8 A q;4 qim gRr 

arcsrqrq^ 3q% (l0J/cnn2} ^qflcT mm 4 ^igdrart ^ ieq>^q qft q^p^t ^nf^ (2 tft + 15 ftqe % wq 
3qqtq) i 24^ afk 48^ tft ^ f^cPT^ qq cTsarf m\ witq, ^if^jqrcrq % - 3^qiqi ?f?T^ qq.f^qfqoT Tpq^ % qrpn 

qrltq i tj©? qim, 10 qim qM qaq 5 1 %wjt qM % ^rar qf^ qipft qrf^ 1 qcf^ ^ ^ q^ ^qrq) % qt?T 7^ 2 ^ + 

15 ftqe % 0.3 mi/ ^ m] HqVl ^nq qqqi qT%q, cfqr 3^ qrq 10J/cm2 qq 3lc<I4Tqi^e qRiqr qqqi qT%q I 

qnq% 0,2,4,7,93fR ii^f^q’tfTTqi qrrqiqT^qi qrrq^ 20^^ 24^f^%41qq!tqqqTaf q)t33qjtqrr53i% 3Taf qM 

qRH qqqi qT%q, f^RT^ 375ft qq 2 trt qq aftqq - qqlq 3aq 3^ qq^RT 10J/cm2 qq 3l'^qnr^ 7 f|i^ 
qRTqi qrPTi qqflq 1 qqqt qnft % 24 ^ aftr 48 trt qqqrd qR#i q^ qpT? q? qfitftqi afR qqft qft qrm afR ftf^ qft 

qipft tn%q 1 iqftq ararcn 3R1^ T^rft siqrcqq) qajTOT (q^^Rr) qq 3qqRT %qi qrPTi''qT%q l 

iii. qtf^ f^qixi>di qqq; rr? aqqqq TjirftRT 35aiqr ^ qq Rnn qnqi 11 qrm qqraf qft qarrPrqj cfR qq (qt1% ?^) 'Rfft, qftq smr 
RRq ft) qqr ft qrqrqr qnqi qT%7j 1 q?ftqj <^^145 qr^ ft 6 ft 10 7:ftq Rr qfift qrl^tj I ftfftq? qjqq t^trp ft) 7507^5 qqq qqrft 
qiRr qqrsJ qft Tjrftt qrfqqrsft srarqi ftiftq) qqr ft arftq) qiq prqrft qqft ^ fftfM qq 5^ fftnn qrpq qrf^ 1 sfr^g ^jqqrq qft 
'^HdH arqfft 7 i^ t (cTTgrte 3qqtq ft) ar^qqq 3i%qj), aftq ?qfft arfftqqiq 30 fftfti qft fttqr qrft qn^ 11 fftqqpft qrqft^ 
ft qnlftR ^ qjRv - ftrtftqrft ft ^qrq aisrar 3qrqq ftq ift qqqi cfsq ftkR qq 35cTq)*-fftq fft fftirpr 1 

iv. qciiiqi4) '?7?q#cqdT vqra: qRrqiq 3qqtq ft) Rnj anqifftcr qnft aftqtfr ft) qrqft ft, 4? qnq ^•^^iRi'f aftq ^ ft qft qqftt qiftq I 
qfft ^qrq) qnj? 6ft lOftRlepr qrrft qT%vi qrqq ^|qRPft) Tjqq) qrqr q^qft ft) Rn?, qfftqHrqrq, qRq ^gqiq) ft) qnai 
gepftq qrqr ft (ararqr arfferq^iq ftqq qiqr ft) qq^^ftirq qft ftqr qiq 3TaTcn q)t qiq qiftq fft trr ^rm qjRv 1 qqftq g[ft '^Taq 
35qf^ 7 i^ t (cnsTRiq) 3qqtq ft) ar^qrq arftjq)), afR arfSiqTrFr ftRn qrft 30 qft 11 qirrqf (^qft^rqftqr) qq aqqqq qft^r 

3q)cn t, aftqer qft qrqr. qwffftd qiqq ft q?^ ■^qr qqrqr ^ I fftqqpft hh 4^1' ft-qrrfftg ^ qqf^, 
cnerRrq) Rp? (fftiircft crqqr wi^rSq), qft ft) Rp?, 3^7 ft aftq aramr ^^qRT, ^jqr ftq/arqftRpft (fftpqqq) ^ qqn/qarqm 

r^qftqrr qft 333 afR (qlft cHTERqqj ?ft) 3RTq>-fftirR ftqftt qrRr 1 

V. arffttf? aftqti: Riqiaft 3?arqT 3RTftRrftf ft) ftRrq smT cqqj ft) €\m ftH ararqr cqqr ft) 3tqq fft 3 qnft qjft fftqqR ft) 3rqrftf ft) 

3T3ft ft, Tiqfrft fc|isj|tt)dl ararqftlf ft fft(RT3 ft) qS33 qft RRl^ ftR t^q 333 383 ^S3 73773 qft 3pft 37 RtJ | qfft 377q?3q) 
mRi^cI 33741 qft 3R3ft ^ 3^ qft 3P73T qq 3P7cn 3nqR 3q 33^)37 3731 

Vi. ft#T tft3T3^ 318333 (aii^ ft 3T^73TTftqi^ 331Tq1 ft) t^) : ft 373433 qft 337M ft fft^rqnftqrf^, R73ft 7ft 3q>3TcftRft 
^aqftRr el'll 3T%7J Rf3qft ftftftq (cb'olfcfecid ftq)) 33ft37 3^ ?ftftft |71 RRft ftftftq RTc^ qiR 37733^ ft) 3T3ft ft sftqq qft 
ftftft ^ qqfft37 ft q|3R7 ^Rif?^ 3^37 37%^ i qqR, RRq, 7R7 37337 3q3 qfttqq Rftft (3ft33 ^ qq sftR fftnn tstph 
3Ff^ I 37q3R ^gqiq) 37E33Hft ft) 33ft) qrTqc7T3ft 33T ^ 73337q qfJJf qft 3l|qS53q)dl qq 337 c73Tft % Rt^, 37Rftftq) tJ<Pe7 


244661/2003-3 




18 


THE GAZETTE OF INDIA: EXTRAORDINARY 


IPartII—Sec. 3(i)1 


vjtpft i ^ wwiRd arafir ^ ^ araf^r PHr ^ ar%Km 90 

^ i ^ ir?%T % fcT^J TIPT^ 3f^ aieR ^TT^aff ^ vTHT I 

#fr arwiTFft 5^, tr^j arra ^ vJ^iiVi aftng ^ ^rpr wrf^ aff? artta.^ Trarw (^P^flci) % cff? ^ T&n ^^rpn 

’STf^l filKsiK a^eiTtFfr ^ afcT’T ^ vrIRT I 

^Tf%T, an^f^ aft? ^ ^ ^c^ enrr^ %fcPj f^-#T yitsr ^ ^srpft I’asif^ afk 

It g)t ^ ^ (#fWT 0.25 1 .0%) ^ sraVn arnr xn% i arar 

^ HRq^il' c^ Pi'Ki'fl ‘elnl^ey ^ ^ vjrHt I arajcn ^:^g)7 sg ^ Pw ty u i % t^pcrm aiaiTR % 3f?T ^ 

atKiff cf^l ^3?rcF>-R)5iM yTTxT ^3n^ tnflTj i 

vii. 3rcT:»iRm !«mitt>iiii afOTOR : ^ atHjiR ^ q)T^^9R asT jratn p, fwmgfT arcTcTi'f^qwB ^t. 

Tja? 3tk tT^ ^-^5^ (#7-^^) ^ ^^TTj^r! iim g>t atroftcT ar^ % at^^, <ft?f, ^-cfta afir 414 <m1^«I) 
f^i^TrTjm 3i6wt wif^ I ’mw atw^ wf^) ^ ^tfit inf^i M afi^ ^rm 

^Tf-fiRcn ^ ^ ^ Tjfpft ti#v I (^'avl^Vd) ^WcT-^ ft f^ i ^rm q^ % 

7-m 3tk ^!7t^3^ (5 fi^.-mA Tpiaj) ^ '^Pif?%ici tg qnqr trrffi? % ^ qrqq % 

aTT?i1^ 73q^ ^ % Tpr^ ^ ^ ciei#? ft | #7 wiF aft^ 7!^ WfcT fafiq ^ar ^ affqg-titcr ^ 
arm?^ ft) aT^%?T f i a^t amf^ ^ qf^q^fq ft ^Fra5fTT f f^q q? Hfcif^q aritrajcrq 6 crarr ^qqn? ^ qtg fiff q>t 

5.1Srq>aH ■Tffqr Tfrt hpj ftft 1 wq qqral ^ qfq^ q>t atqfir % cHyh wet aftq qrft ^ ar? qrft tnfftj i 
^-qf? ^ cfq cTiqqR, anf^rr afR wn? qq a?t f^aqf f%qr ^jtfft qrilfv q ^thtt ti ttrlfT? I 4 nr^qqq % ami % 
a^Taq? qic^ qntf qqr^ (fcr?tqq^ qafr7=rt?f ^ j^) ^ >qq4> ^ qqM aqeijq aiqiqi vqrqr tnffq. f^ret^ 25% qr arf^ qq 
aqqjR 1 qi^fnln ft^ I TTqfrfl Riairbcii 3T«Tqqf 37afqT ^?5n qifuR % RmW % ftqftci qpjqff Tfrm-^ qq qq 
qqrq *qTqpr^ qq ariq % qaqt, JqrqRctt qFlt cmr ^jqjfr % sRcTqTt q51 ^$ciq>-fcfsIH “41 anfqcT q)t qrpft xntfrj I 
1.5 / ari^q l^ qi i ^T t dd i: 

qpfcf) qqqt 4i Rptt f^m^qTTq(«ft4t^ft)3ttq^4rqarrf^ 1^ftFwq (T|cf tprxj)?n^f 15qfrff 4i 
^ fcpqft ft qf fctrqt qq qrq>cn f I 
f^f>>TOl : 


i. ^TFn^ ^ qrra: q? qrm qt wfr f ^ xqrft t: qw, art^taicR %-qF^qrq) atR^^i^q^Tq X3#aq7 

aik ^ qqqi anff^q? artqqq ft qt ffr^ I atq: cqqr % P t q tToi % f^. 4 qq atk 4 qyqr xM 

tq f qq5 ft qrf ^ 4 TgTrqj qf xsTiq q>t arpft qrffv f 2 qf (Fround’s) q>T afqq 1^ ^rmr 

qi^V) i q^Jfq) ^^Trq> ^ qqtq ft>qT ^qpn .qiffq I q^, q'^^af ( i^»f [ cit ) f> qqj 

^rrarqj qq Rrakiq vjTpfT xnffq Iqfr qan 2 inqiaf f ^rpn qtffq i atcqqq f, q?4q> ?r>jF f 

^g;qqq 6 aft? 6 qrqr ^sffqt qq qftq %qT ^apn tnffir | Tjq? qrfxr afq a>^ (qarpqr) ^ qRqtq tfjqr ^qpn 
wffi? 1afq 'McnKirqcf) cp^ qf ?7qf qf qratfqjcTT ft qrpft qffTj I wRfqi {21f ffq) fr ^ am: xqxlT 
qf?I (qaPT ffq) %qi ^JTFFT Wlffq I qff qff qfcfsPqi qft ftft, ft qrsTffqi =5ftft ^ 7-30 ffft qtq ^ ’^ftft wf j%qT ’^rFFT 
qiffq i Jjqqtqrq qrqqfi q> rfR qq qftattqr aft? fftqr (ofrRf>qcf wtq cmr qntrrq ffe* Ttf^) ^ qftq ffniT ^5 tfft i 

ii. wffqj rtyflcbi uf^ (f^ fts) qftqi; ^ ^ f jfft^ ffjTj anf qi^ *n?7[7 xjqj ft ftf qnifxt, qr ft f>q^ qq qi 

^ qrqrf l aftro ^qqrq qqq qf ?qqT qq tfqtr \ ffq tpqqs 7|qr%, ^ qft Tfnqj attem 

(qtq - ?1^) ft afq afqq-ftcT qxft^, ffq qqf xrrffq i qff qjqcPT 6 apr qqtq taf ^apri xnffxr i ftq 


RRtr tfft qq, qqq qf ?qqT q? arlxT qqi^ cPirqr ^jtfft qrrifv 3jtt 5f ffq, 1 .V.3 H- arTFHifftq ararqi ftft - ^arrqft - 
^jftftq (BrdU) 5 qf q?qTcT atrRq^eR fePP qtF {q>Ff qf Rra>Rft cft^fraJi urf^) af qqq tfqr Ptrar wrffq t HR“ii*i) 

% ’jcqtqp? 3H - qrfqitftq f ffe ararar BrdU af qrrf^rer q>^ art qrrfs cftr qq q^qta 'stfft qilfxy i 
1.6 qjrfflfaiThdi {vftfte1R^Ri<I)) 

3T^ anq^ q>t ar^qf^ff f, qftqtqrf^frqj qtf^ af qR-anftq an#rqtqrq (^ - 'ft'ftai aqfSNtqfq) anr qnxpn, f^roaq aisJ 
f qgcft % w?T I qqq^ f? qtRraf ^ ftafarfe qqRrat^fff^ft aTsqqq aft ffqj arrqf i craqff, qtf c^ ^rqqrqfxt cThp 
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[^n—•qp’gag)] 


^ ^ cTlticpif^cp ^TT T?n3ff vjTT^ ^ ^ rft c^*i>{'Ji'qrll ^PTT^ ^ H6'«^l*1 ^ ^ 

414<?>lfc1tfJ f^qiTTJCIF 3(EZJ2Ff (TJ^ ^ cT^) ?|lt 3liq¥«FcPCII ^ ’f1<pcfl ^ I 

tjnfctf^^raKn ^ 15^-f^ (tt^ ^ ?i?7) ^ 5^-fM (tffr? ^f) ^ ^ f^ ^ ^ ^tfetr ^ ci^t ^ 

t, ^ 3Tarai 3W?^«7 cft7 Wi ?T^ H I ^ «imf ^ ^ T?^ ^ ^gvCTR ^ ^ A IS^ cl^t 

He^r'i wrt^Ci 3IST5T ^<»).'tn*i ^ I 

Pi*^f«Rgfl vfra ^[ScTf ^ WIT? wTT^ 

i) tsftm^:^ ^ ^ ^ 

ii) witn'O ^ ^tftra>T ^ ^n^i, ^ A> q^lRwi sn^^ftraj ^ tti^t ^ aisj^ tt^) 5 ^ 1 - 


f$iq>l*ii 'it ^ 

iii) cpciqj ('i'l^c) ^Tf>-Pl*ilui ^'iRwiSft ^ v|i(T<l tf>Y+l'l'Ml*1 % 'JctxHM ^ ^ wTT^ I 

-^^ScTT ^ fliKi 4l^''ll*ll vJiif^f^qiTPCll wfi^ g?! (vjliq) ^i<gcli % 3iclNl wnfcT-f^'HiDtll 

^f?rg)5^g>T^g?Tdt wc^rf), H'IHci 3?a?gT^ 

^=11^ tg, xjn^ gr^ wiH I arf^ g'^na^r ^ cig>=flg>l gjRCfff ^ ^®cn g^t ^ awgi aifinp 

yftwt g>r ^ ftnn "srr ^Hg^rr i\, g^ tgjt^rgj ^ grt^ f^grcq gg ^ g^ ^rgnft f, g?i^, f?T crii? ^ A ggl^ 


^5TlPig> sfffxTtST v3Mc1«4 «pyig[ vlHi 1^ ^ *il'ig> ^j<ao1i grrg vdM^it) ^6cft ) 

5^ - aft? ^ ^ aieg^R | aityggj ^ cTSTT g?t (*c^4) 

gjtftrggaff A *)H'HtH ^fgg? (?ft tj) Tirf^ra ^ 'tnf^ i fg-1^ afcgg^t ^ Hi^lw^fgtny-H grrg (tj^t ^ ^) araigi ?ft ?nft'cj 
^ y^'^c 31R^ HwiT g?! uit^ i ?ft tj ^ anigj^ 'aiayioiV ("fh?!) gg fci?c^q“j ?)if*ioi ?tgT "grt^ i 

q>lf)i«m fimyiJ ityiyykJl Tj'fe! ^y**) I aft? II nRiaoif ^ g?^ vJufrif^qiTpai g?t anggg^gr I g?®T III ^ 

gftefWf ^ 3TT^ g>?% ^ ^ ^ aiargg ^ gi? gg^ grf^ I 


fenrf&Pli: 

^ (AMES) gim ( ^cH l ^H I A M^gJH • ftqfl?rgim): -q??. tMi^^lRun t?e? ^ TA97A, TA98. TAIOO. TAI02. 
TA1535, TAI 537, TA97 amr xjg^f^ftnn WP2 uvr A arsM g^ WP2 uvr A (pkml 01) gg ggPr %gT gggr 

ggf^i 


i. 5g ?tg^ (^agmtft jf?^ arcigr ?fl?T, S9 f^?g?T) g^ ^ g^ 5 ^ ia 7|?Tg> ?eR g?T 1^ ^ngr i 
"teggj" aft? "ynicgch g?^ ^ g5g?r: 9 - apM - ijjfn^i^H, 2 - gr^^tg^flflg, ^fonfs aft? Hi^etni^RiH ?ft 
sfiiPlci ^ 'Hgj^ ^I rictlgj ^ ?ftg wfciyfciqi (^fici^c) ?t*ft I 'fnicIPlq'M Rq^’xyi ^ ^[cRT ^ Rq^'cyi 
g?) ?ten ^ 2.5 ^ (awcrr arl^) ynicg* ggft ^mrift i 

ii. 5 g-f^ g^g>i-3ii^gRig> g?g: gftftrgg g># gg vrzfm gr?^ fg f^-g>tRict»i - an^gftrgj gfra % gffijg 

f^gmKn ?g? litgr ^fit^ - gm g^t gf gfrftwpait (^^) A> ?Pi^ areigr gitftrgiiaff g?) Tfen 50% ^ 

g^t ^’tt I rciw>l'fii5c g>c^ ^ Pictf^q> 50% ^ ^ft arf^ g?) ggtgr gpft gjTcft # i 

CHO gftftrggaft ^ anggr •Pcgy ^ gigg ^npt?n 5 g g? f^<ji gngr ?nf^ i ?fg^ (ggrggtjt jt?w yil^g arsigi 
yfici, S9 ftgw), gig ^ ^ 3 effg ^ g^fpr g>?% ft>gT ^^ngr gifegi f^cngg? g®n grgTg?g> gy^tef ?iiPtci 
'gill giRx I gi^cl^ii^Rig ^yl ggTcggj gj^teT gg viqVi 'gin gif^ I Hctlq* cfig sricf^fcRT Ft^ grf^ 

^jcgfgig % gpr^ ^ eft? g?, gflgt^ftgf ^ f^tgg^ g?t ?t?37t gg mh^Vi fegr gngr grf^ i 

iii. fg -f^ giF^t^g^vPRT uihT: 'tl'Sei Ji'gilci g^t (g^tgg: gr^) g?t angggg^gr Ft^ ^ i wng ggral git ^ gggpt g^ 

Ftgr ^T%g fyRT gpf gg mh^Ti grggf ^ gg^ gg f^^iy ^i gf^ ^|?Tg> ?t^ gf^ f?rg gtg gg g^fpr f^jgr ^gpg 
Wfftg I <ftg ^?Tg> aft? "f^erg^" ?i«n "«btto" (gsnw) g?t ^ g^t grrit ^n^tj i trgitTfgj 
tpjlei, Rlcf^iisiTi'i C arargi 'Hi§<jti) gg ggpr f^*ji vgHT l ygyi^ ^ gg g>i4 ajEzigg ^ f^qyi 

1 aft? 2 g? f^4ii Miiii ■ciif^i' aft? grg aff^ F’^^tggpT % 6 grg g^ yi*iim gj? f^gi ^gm grt^i gt^ ^)gt?T 
^ arf^-gwn Rtro^ ^ gggg^ A> i|yi ?ft?g ^ g^ g>?% (20 Ppie), gtt^ ggrgj? ggg g?t ?rn?^ g? ^ ^ 
^gpg ?n%g i ^^tm-A ^g^ggigs ^ grpit aft? hh4^ ^ eft? g? gTctt^t^ftgf g1M?TTF^ A 
♦ii§(i>l'yi«r^Tf g?t g^ ^ ?p3TT gg ^ggtg %gT ^ht (•y^'ieiH 1000) i 
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iv. -f^ cblf^<f>i3^ vHra : HvifiR) (crft^ra: V) ^ ^Jfpn i ^ 

cf^t ^ ^ ifrff xnf^ 'dwijVi *11^1 til ^ 1^ tiTT^ ^ R-cik ^ 15rf^ <^<14’ ufaci'i ^rNf tj?)cil ^ w^iVi 

tnf^ I ^ Wr 3ff? "f^Hnraj" "sr^n?^" tp^ ^ ^ ^ i cf>^ 

A yiif^id Ft t [ 1 q? ^pftp ^ ^nflrr aft? 22 ^ qr^m 43 q4 ^ 

3t3? ^JTPn xfrf^ I '^Y^^-ii^q ^ 4f 2 qr^TTcT ci4 'ttHM tp? ^^tht i ^44r 4jqt?T 

^ 3rf^-H'Jv»ii PiqiMtf'i'd'^ gi^MclPlqj 'tld'i ('TqtfJtq) ^ 4>c^i ft>qj '^I'lj qif^M (20 1^H3), \3'H'q4 qlfc^qi ^31^ 
cputq 3q 4 ^ ddfhiyi ^jfFfi ?nf^ I ^ qj? PP? tplf^iepiaff q4 qlf^qi «ht^ yqq^t aft? ^ qTTET? 1443 qieil «iti5 

^ q4 ?w?3 q? ! ^^TtR^t ?^f4^ q4 ^ftf^ aft? ^psTiPP^4> eft? q? 43 t 4^ p4qt?4^ 4 ^ 

f4tp'f^ (^q'3q 100) PPi q^ f4j^ ^^tht ! 

44rf4f4T^ (qf4f4T^ 1,^3 4.8 4^) 

cPiRFHlv^PiRHc^t 3t^333 ^ ?r4t 34Wr % 4 ^ xnftij Rn«t>i q^ 6 qr? ^ arftj^ ?m 33> ^ 

^4 ?tqFRT t, aft? ^ 34q4t % qiq^ 4 41, q^Yq ^t^tPrRfq? tmr anq^l 3?n34 4 qT?-«TT? 3«q ?pq5 3?? f4>^ ^ 34 
?f»TT33T 11 qqRrMRrf^ aTKTZFt ^ atYqsfi % qrqpff 4 41 3 tt 4 34 an^qq^n 13f4 ?rcqT3 3^14 3qRf4l3H3> ?rqT33T 
^ q?^ ^ q33t3 4> ePT?^ ^334 cPtf%3l3T33j W33T % 3T4 4 f^f3T4 |4, 34 qpT3l 34 ^ yi'H'Rlcp ?Tq34 3n41 b1 

3T5T3T 3Rt ?r?33T - qf^RclT ?T33 ^ tPlRulvjRc^ 4^ 33 ?t4jci f^ctm ^ atai3T 3R 3T?3N ^|?T3> 1431 Wet I 3?t2t34t 4 

tftRrqWif^ 3i3l 4^ qqqq 41^ ^ 312731 3R ^ qlM 312731 v 33N441 (4ciNld[^e) 373! ^ <4yf3f^ 3HT3j-«TT?T4 33 

qfRqrq ?27if435 3133? qfM4>3TaiY 312731 ar^t ?i'fly-fq^fd f4wq 3*141 h 1414)4134 4) '{<iq 4 3 )h 4 aiTTj t 

^75 341? tY^Y 4) 333N 4^ RltnRirt 143J 31t 43^4 4) 3T3^ 4,14333 ?41^pf4 qT3T 3)?4 tI cl 3>lRi*llvlPlRlcri yfNl 34 

x7c33 ^ 34 333933^1 31^ t, 3?lf4 4 3P2T33 143^33 34 ai^qlcr 14^ 4) q?3T3 3cqT3 ^ tnfFlJ I 

44 31334 4, 33? Rrf%3 31347531 34 4 qf3il4l3 343335TPt slST ^ (312713 2-3 34 ^ cpq) - 3?T 41^4314 3)Tf%344f4RT41 

312;333t 34 333333131 3^1 fl41 i 4^ 3T3e4 4, ^ fP?R 33 ^33l41 >H!HMd: 3>T33T3 ??3T ^ aft? 4l3HchlH 4 

3c74734l3 Elicit 373 4 14)? ^ 4)?1? ?14 34 Rjcliv* ?1 ?Tcpc4i 313 44 3fl32ll 34 ^^3? ^l^cl 41441 4 ?T?T33) 33771? 

4) eft? 3? 333l3 14)1? ^ 33 31273T 4?-4)?r? 14^ 4 ci4 ?f33 cl3) dqiffq 35?4 3)11431? ?1, c4 cPlfful-jlPlRld 3122733 

31T3337P e 4 ?13)4 t / ?Y4 ! 

313 33F 441 313Ti7s3t 34 % 3^ 4 14^ RtcTT? 3 3^ 43T4 ^ HlSlf^P) 3^15T41 3^^ t 3?^, 3tl43 eft? 3?, 143? 

37? ?Y^ 3i#r344141M 31233 Hi 34 31T3?33)eTl 3^ 4 ! 

3>lRlHlvtlP|Rlcn 310733 “^e4p (4^) P^llM 4.14)7? 7314 3lf|7? ('^ 34 341331 41 31741 3T1^) ! 7^337 33 33313 3143 
%lf431 3414e3 4) ?im 14731 TJUTTi vjM 34 ^ qf 33 cT 4 ?3cr ?14 34 273317? 333143) 312731 3^ ^ 3#1 4141 
21Tf|T?! 

'^HdH eft3 ^?T<P taO 3)1 3313 14)31 'jIIHI I ?134 3^12g?T3) 3Tcq-27TeT3) ?14l'31%7?, aft? ??l4 75441’34 75fl333)Tcl 4 
qclTlRlel ?33P3 75433 35Tcl ^ 4 10% ^ TJqRT ^ ^ 3^ 31l41 ^3lf|7? i ?13^ ^?13), 3133 ^3337? 4) IpT? 

3ll?lfilrl 2|?13) 4) ?rt27 i^dHI 3^3 31273173?134 *pfep ?141 3T%7?, 7J3T??7q 4) 1^, 2.5X, elTl4) H^tlfriql 34 '44qH?4c1e1l 3? 
411437? 14)31 753 ?l4> I 30T3e4 <^<13) 37^141 ’^?t34 ^ 41?7 cl^ 33343 ?<i3 '4 ?7^ 7jfT7?411 7?3) 3|^HT^iRe1 1433711 ?T^ aft? 
(314 Rlf%el 7?3) f41t3)‘el (3fr33-27t^) 3)^ ?1^ 71ll4ol 14)7? 75Ti4 3T147? I 3ft33 cpt 4 7 31?, 75jl3333el 4) 7Jel4 
ijFl ?T35 1431 751P11 3T%7?, ^^34 3PT 33) Rl^Hchl 3313 753t7T?Tc33) ^ ^ 3^ 754333^ ^ %?33 ^ 31?4 33 1437? ^ I 
?113F3eT: 7f?Tep 44 34 31314 ^ 4) 313^ 4 24 31? 21S71 ^^1437 4) 313^ 4 18 31? #4 37I47? I 
I433I43I 4 3314^ ^ 3Tf4i?, aiidli?!) 4 314 34 31?34?3ltl431 (^«33?ft3) «l3dN 32713131 3 3133)f'34 14^ 3lcl3)-14ff4 
14^ 344175iFi35Tft I qqRrnV-^RRitl 4) 14n? arf^RrP 3it4 4134 Tin ?t3)ell # (cT^-3i 143 7lt3-75it4, HHdici 7j33) 7533 312731 
^137541435 75M 34 ?]il4?f 35? 34 ^i4 75ir4) 754 313^ 3? 313^ an^iR 3? ^334 c33Fi4eii 4> arrtii? 3 ? 34 753 ?t3)41 1 1 
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i. aft? gv?^ git. ^ ?»t ^ t. ^ ^ ^ ^ ^ so 

^rrf^! f^nfttcTTf^ % aierrar ^ ^ ^jeqi^ ^ 1^ ^ 3 ^ '^'^cTT?^ ?ni ^ n^. ^ 20 ^ 

\jf«rt% <^^ell^<i <^)^'ld ^ Mc4cf> fePT ^ 10 ^ ?t^ "9nrt%1J I PH^KI* *?! '«<i41 ^ vj^^yRl % ^TSm, ?!'[)'{ ^ ^FR ^ ff*TT^, 

»ffv3^ <t>t »noTT en5Tf^>Tgf> t*ncrte#jft ^^TPfteT. ^ f^?^*<wi. ani! grr «rR #r - f^giii ctsjt vBcRj 

f^r^ - f^flPT TTlf^lcT ^ ’enf^ I Feg>T 3^ ^We^ WI^ Tm.WH. Sn^JR. ^Scl^ 

3TTf^ ^ fcR^ Rlci'^ui f^TH 'SfPTT I 

1.8 ^ 3fFW ^ clT51%^ cfan f^opl % ^15 f^'FlTtJdl 31l<l!ifa^ctl«s’ I 


scraf^ f^TsnTii'aii sram 


^ wf 


aiCTfZR <?)'^Hl 

41k}<t>lf^<l> f^^TrPxTr 7T40t at^flTXJ 
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217vfn1rrat 2^TRTF 
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l,H,IU 
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78nf^ Rn<iTt>di 3i«nR 

c^4txj 

2 TTCcITF eras 

ij 

1 xRnfcl; 4 WT? 




■ '/ 

2JRnto:47raT? 



>2 TlXcll? 

l,!l.l» 

2H<iIlfcl7ri;i2WIg 


m^\ aT87cn ^ 

2 Tl^dlg cT^ 

11 

2'fr'^fcrai:47iwg 




1^ 

1 JTSnf^: 47TOTg 



> 2 mm 

l,BJH 

21?^: 12 mm 


afSTen Hdi^iii 

2 7RIT5W 

W 

ia^;4WTig 




1 

2 ;Rnf^'qt: 4 7|x<ftTg 



> 2 TlXcITF 

1,11,111 

2iRnf^;i2WTg 



fcT^ RlqiTpai 3Ttinj-i 


^ H'JlI'l ?r^ 3TS2RPT 

• ^ WfM / TtM ^ I, i! Ill 


^TKT ^S|T f^chl'ftl<r*i<;b f^*<lTt)c11 

• 2 H'Sflf^li ^ WT ir 31S2JtFF, xRTJI It. ill ^ % W #ft I ; 

. WT ! 3T«2rq^: "JRR Hi ^ ITEqT ^7# ^ 317^ % W ^1 / Vv* 

• WT III 3TS2ITPT: cT>^ STEiflF tef^r arq^ ^ ^ f^cf>W ^ TPTETcf: THM % ^f%cT iTTr 3Tqt?J f^ SW^T 

fiTcTT^ ^n# wraff ^ ^ gicft m. _____ 

» I, II, III -^ (??xjt^T ar^vi'tiYn W?i) ^ 5fgi?f ^ i __ 

^7)1^ ;jfqcrr t^pcSt^i f^'SHrTKii 

• xRR 1 , II. Ill - Tif^ 3f|T7?j afafcrr aqiqxjy (#2T«ft?rffs) ijcfi TTsrfer i^, V1c1>etf^fci(i) ararcrr ^>74 g>t OT?n 

-3f!] ^j?fTxr 11 


• 1^ aiEZIZR - tRR I 

.• . ^ tcf^ cTqr ^ fcTxfl II, III 
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xFm III - ^ m cPRttt 3mT Wf 3ft^ ^ 6 ^ ^ ’OTET^T viTHT. ^ { 


31^. - iTr?T, - TRfT?, ^ XJtT - wt 

1 . II. Ill ■ q^ar^ ^ wq 


: 1 , 


2 . 


^ ^ ^ 3ri<p^ 'i<flq)('t %trr qn WRIT t afh? ant^ ^Pt - qq - qji# ^ 

^TfsTT? qq 3iTgj^ ^ ^iwfq ctstt q‘fl'Tq5iiidi{3rt) W f^'*9w4)'qirn : 

fc^\’ cpiST qq wfj'ai't t . • ■ 


cl ^E|7T^ ^ q^«nn wNT 





1.9.qR-sTR ^pw fcjqiThdi sigqzpff % sr^feci qiga# ^ ^rrozn 




14-28f^ 




84-1821M 
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2.0 !^iTt>cn ^ qq^ qr^ qqVreiTcii 


- f^§rTq qqtft 


\ \ \ 

„ 

V 


• 3IK .^I. cpTxjq; 

• e^qialmc: 

• ^I'Jd 

• ^rl 5«cg cpivje 

• f^T^d. ^.<11. cpTyrqi 

• «t>!vic 

• sffiqH qtq ^ qira 

• 4- 's'il- (^cjd Mli 

• WHi-q 6c^^^ ^'^IRFq rmr 3fqf^qgq apT1^3ff aR qrqfe qrfttr 1 

_..*. A^4]C',: (^qd -1R xU-C'tl) : YTP'Cliq 31^1^1, WcIH 3qi1lT, qt^Wf^Iq 3iqf?T 3nftTq> aYMtCdlR^q 3raf& 


• ^kT? 


• f^flise ^rqcq 

• 24- ’Eit ^ ^ q>t qr^ 

• «Ri[shq| (pm) 




• sTT^cT 

• ^'illclId-iiRiiq 

• 3n^g5s 



^ ^ '('Hiq-i ’^TT’ftST 

• q^q^Tq 

♦ cpl c^ ><^1 d 

•?T5f^RT?^ 

• qw. qcT. tjj'ic^'^ld 





• ^cH 4) cf’l c^d 


• qq ^ ^ €t (q.qn.^t) 





(q. qq. 




• ftUqfePTq 

• ^ qt^R 

•qe^^R 


- #feqq 


• qqw'r^ 

•^dRiilH 


q^ii viil'i: ?R)'< fct^iM 


• (4''^lq^^s) 

• sTiqr 

.(qoi ^) 

qtu hiR^H' 





•(^VWI^'!l$vg) 

• f^cc4)' 

• 8TT5qq 





•iqq* 

• qsffq^ 

• 3iMi>>qw 

♦fe 


• v^n^qq 

• dfliqcl §fdti*i 
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• (^q?q) 

• cftqq* 


• gqiqq 

• S’Rfe'SKlRtq 

• tf^q* 
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■ qrqiqj ftiqr qxT 3^ jT^rq f^jqr rptt qr^q 



0 eT^ ^r g41«(^ 3pfr q)T qrtq ^>1 qrpft q7%q arTqq qJT q^ smi ^ qq qqrqT ^ f^rf%cT %qT qqi 1 
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IV 

SHI 

1. 3F^ IFT ^ W 31^ 

2 . :^t%grcT c^i^, arfqmcT 3TSM 3F5 g»T ^ 3fk w ^ ^ cfwf^ «nw : f^. ^ 3!^ 

^8Tf>mp apta 3f^ ^ t ( ftf^cH i tff^ ^ Mvjflitiyui ^sm afPTT ^ / m^\ ai^aff 

3RJ fcTcpm 'M^tnn ^) 

3. areq^ ^ wEfrn ^ err# cto#i^ iroW^ncrr ^ afr? ^ i 

4. ^ 3TmR grr ^ aft^ w, # artzm % argntej^r afr? f^rr^r? ^ ^'Srrrcn# f | 

5. 3R[?mpT BTF % ^ 3F4 (W - arSM ^ 3Rl^) % # 3rH^‘|i»l ^ 3»1^e,<t> # 'H^l^di 45^ I 

6. 3T#«(<P SRT ^ 4# cHUHP^ ^#51^4 45T #^4> Sfr? 3r^2m WSm (tfi^ ## ^) I 

7. 

^ # 3fE# CT^ ^fT#Sin <R # 13ft^ 5^ ^^HF^rcT I ^ ^ ^ ^ 

. f^r%cr f I ^Ir ^ wi cT<p 3Wzr ^ ^ 45 ^ / 45l#t ^ cT<p arranr afrr f^Pr^w* ^ '4’h'ft aryrtsR jim ^ 

^ li 

4^*rR ^rr#s % an#? arty in # ^tbrct f 1 ^ 'HpI<sj > 1 ^ jr^fR % 3RR awen qR«i ^^ # qrqtuT4> # 3fl7 

^T?TtgH # armR-Wir ^ 5 TT afrr f^f^cT argi#?^ / arj^ Tra % ^ 4 )Wtt / Pi«ri<4 ^ 

^ qfq qfteR q#R-q^ ^ cic^TcT # ^mn<T ^ araM ^ ?r#RpTcr ararqr wvii'^Pi* 

M^p! ^ ^1 

^ arq^ ^rarcr q? ^ cii«P>Tq> q^t«“i ^5)# afr? / awqr q^^snq % f#i 'Mg^a 1 1 

^i ^ (#^raff) # ^ #RP# ^ t ^ ^ ai^ijuiirw ^ ^ 

TfT t afrr ^ ^ ' 4>^qi/4 r ^^11 % >4[^4>i^^Tr) ■HgH t ^ trq arrwR ^Prfei # ■?t#s3t jip<t cran # # # 

^ Praff^ ^ ^ff«i# ar^jm^ ^ ^ 

^ f^P r qwi^ darr #.#.#. Pr4'?fi ^ arj^TR ar^qR (#) ^ ^ ^aRRi qfcT^ ar^'q^ % ^ 4 

^ ^ f#J ^TF^cT 11 

aff^ ^ ’ftqrf^ ciaiT ^TT5« TTHTeff #1^ 3R^w ^ srt?R ^ # q? ferqr t dan ^R?r f#n 1 1 

^ d? ^gprf^xtd # dF^cT 11^ araam ^ ^TFTardT qr# 4# ^ TTT# dajT **1x1143 viq^Tt> W\ ^ dtiq aft^ 

;q^[;q4t # dan qftem ^ dd# ddd«rSdT3rf # ^ q?# ^ dd% dTpnqt % «n^ ^ d^ <R ddf 11 

^i qqtqr ^ ^ ^ ^ wrd | dan Praw# dan #.#.#. Ffdan# % ar^^rr? armR arpTm 

q i P r qq^ arajen dd4i q i l^fd yfciPiyql srt #3t - qflsn/Pr^?M ^ f#j Fd f^qn^ # dqdi^ crt^/ dRidr#i ^ PwRcp 
M i fg r q >r Rq t amqr qui l q rqp ^ arf^r^ q^rPrt^ iri # wr - q^«n ^Td# %# arawr A ^ dF^ qRRT / cp#ft i 

A cnerf^ q^»H» i qqafgicTrtft ^ dq?d qf^def# dan dTdcT jrqtn R5 awqr and % #feiT cq# 3Tq?qT%d d# dddnafr 
^ ^ andR dPrf^ # drqncT ^;Pld ^ # dFdd ^ I 

ifii qpT ^ d# d# araqdd #^rat # qfdid % di^ ^ #q%rdi ddn? d!|dT / Ri# dan arsnrd arfWr # ^«tt afr? dtq#qdT 
'^PlRVld dv#n / d)^ I 

^ dTdP>Td> 3 ?#qd^ % dTpJdff ^ dT^ ^ d# afdj arcrenarf dan #.##. ^ d# and ddf^ ar^enaft dan dddr dPj Pnrrqrep 

ar^Tdraft dn qidd dJ# % f#i dFdd ^ i 


8. 3n%dd> ^ dl’fl<a d%d FdTTSR 
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V 

1. 3TmR f^o^ci cfR czjf^ (6-7 3ft7 12 ^Errf^i ^aprr ^ ^ cp 

cp^ ^ cp^ STT^Tcft ^ 3TmT7 -flftRi gTTF 3 ?tT% ^fTcTWl ^ ^ ^^5 ajajSP (^ ^ftWPT,^ ^ ftcTT cWT 

f^Tf) xTTf^l 3Rr ^ ^ ^Tlf^ % 3TPI vJPTcTT Rffcpc^TI / % - f^f ^ ' rF^f , 4^ l P lt P cRTT 

^-^frTft-.j) czjf^ I 

3iraR TrfJlf^ ^ cPH - cprt Pinf^RsId ■9TTft?f > 

(cf>) 1 '2 ^$iiPi<p (^ afrro - ^piiPi'p ^ cT^twr) 

(^<0 f^rf^ cp 1 -2 RjfchoHcp 

(Ti) STSTcn ==2inn5?f?T 

(f) d l H l f^cP cbldcpdi / % ^TTcPlft srf^rajTTJT ^ wf^PlRj 

(?:.) ^ ^T?t1^/ 3TmT7-W5f/ Er4 - fcTITFfr 3^1 ^ ^ 

(tl) TFTPP cPT SFTff cq% 

3TmT7 ^#rf^ c^ ?7 FT^ ^ cpr^ ^ cfR ^ UTlfilcT cf>7FT f^-Hc^ ^ ^ ^ %-^s1lPlcf> 

3ft7 cpfT ^ X^ ^FTT 41 ?lTf4^ cp^ tTT%X7 virff ^FR«JFT/ ^rflOT ^ ^ ^ I 5^ STfrRrP, 3TmT7 'dPifrI 4 

vixl^Tti TT-SJTT 4 1^ cpT f 1^ ^d^'s’ I Sjfcll^fp ^ W 17^.311^.41., X^X^, IPirdPT ^ 3nf4’ dt 

3iici'jijcPdT,d 3nyr? ^ srmR ^Hf^rf^ 4, ■'itfI cTcp d, f4f^ ^ cid dl 41 wfciPiffled xpi^iwr 11 

3TmT7 d Xldl cpI ^ 31t2RR XFf441 ^IFTell 4 »RT/ 7TX| 441 tnf^. d1 WT? clIUlPicp xiffsinT ?l?m tdlem d 

mdoii'cp 4 wd-^i ft I 

2. 3TF-7R ^Fl14f^ d1 l4t^ ^ x:Pt4? : 

4cii 4 

V 

f4xi X5T._ 

FH i FxtiiP i ch 3TmT7 i#rRl /mm 4 (^d414 xpt w xjtrpj ?rFT ^cnxy). (fti^) "." 414^p xpt onsite 

xpftOT cp-f 4 d te 3ite 3TT4m d1 iFidan d1 rrair xjft itexr- ter l 

tefoifed ^^Fcnte d1 ndtaiT d1 xr^ : 

1 . Fi^srPF xrfrsixj] di^isr_ 

2. aifdtl afk/ araicn wm] 4 ^4441 / 44t gru xFFffr enw 441 xts^ rran xpPicPTff^ 'dfnf^ I 

3. artef; ^ ate, _ 

4.44t dawr d te ywifcid xr^fte 

5. wm] 3rtep d1 erter 41.41. 

6. fepAt wmR d1 ?Tr4f4cp sr^rai hi^Ricp 8Tf4 d 41 hi xirfcRtl / jrfcTte 

7. 3?4da> cpT cF?T7 

8. xftxitecn 4441 cpTR 

srite xd414... (d41^, d1te 4 44W x^rfte 4:^ 

-STTETR <1(414 d 3T?2r51 

-311^1 K < 1(414 % <1c!<-i)-<l14( cJ 

ncte <1crfq cpT ^ 34? qc^^R 

5'd^ fTF^^ ter XTXT q<)H 4 IteiJ x;fT4 Rc1 Tfffffxri efrr fTT 3j^Hli^d epT^ 4 I 

teste 3TT^ <Tte4/<te 3TTte ?#r14 3TS2m 4 ^ te. mim d te te41 wr? d1 xt?i, xt. ^ ^ 

^/ ijf4rr d 5d Pd 4 fXT te41 xteh d te 4 ir?TT7 te d13im te414 te iif ter jp? 41 t Pp te ate ted d1 x^xp d4 

'dMcIrfJ cFr<T^ XpTXr I 

3<mcf)i, 

?te, 3TraR <4414 





VI 
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1.3IH5raF! % «<Rb ^ '{jftcl (wlutDl'JI ^fU) <(16*1 q'Wl^vrff ^ I 

1.1 3Tf5rarf(R?l 

• IT? 3TEwr A 3t^«th cfan ar^mrR ^ jRTt^ «pt wt<{t9)'^oT yrrftc? t 

• czjf^ ^ ^Fhn^ sTcrf^ 

• ^T»R?r 3Tra)TW prf^afr ^rflrcT istofafr ^ 

• ^ ^ qF^ cRFf ^ Mi)Vllc*lch | 

• czif^ ^ ftRff ift ^ STsrm 3rgf^ ^pt ^pvpn, vrf^tqcjMI c^ ^ ?t% i 

• czif^ ^ 3T^^T£IH ^ ?TT 3RT WR ^ HPT cPT i f^ JT^JR % ^ ^ ^zjI^ 

^ 'Jii'itDi'^1 ^ dWJ I 

• cqf^ ^ B^TcPET ^q'^Tt) prffiRnafr ^ ^tcp^ i 

• f^TcRR fvRT^ ^T? Sal'll fei cgfrb ^ <fR^ c(lc^ 3?fi|c^<!il^ c^ fcp?T F? ?Tg> sFTHJ 7^ 'jffTtpH cfarr ciilrb ^ t«rf^>Rn 

f^RT% W ^ I 

• 5fc^ ^ftTcTR ^ tjffaRff ^ fcT^) ^r»Trs''^ 5^^ ^ nan nirrani i 

• FftfiRT ^ n«fi^ ?Tf% ^ 4 ^zrf^ ^ nnew ganciRT 3fR / arann 

• FftfiRT ^ ^WTF, sif^ ^ srfecPTf nan nw ^ nfe pmr^ ^ A %nT ^tr, sit^ ^ 

wt^twni 

• F^leRT fi nm cT^ ^ czjf^ nn ar^nrf^ nan ar^nin ^[nmn, nf^ 9 I i 

• ^ nm ^ tR ^ 

• nit ^ f«raRR nin ^ t nan Fn^ nin ^ ^ nnr nR% tR i^Rft jTcpR gn noF swnr nrPT ^ Fff^ n^ ^ 

f^Rf% 3pnan nm Ftnr 1 1 

1.2 aifcrf^ nrn, annnn^nT ^ 

• ^ ar^nrl^ cmfepm n^n ^ nF#f ^ gmi n't »i i ^ fl (T rfl nnrtn %nT ^ 

nn^nr ti 

• cgf^ ^ srfrto ^ nnnn ^ 3isnnn ^ npftni^ ^ 

• 3T^nann ^ ?n^ ^ sif^ ^ f^pjfn A> iiRoim nan im nnltnT^ ^ ^ ^ nnif^ ^ nf^nrni 

• n? fcmTR cgf^ 3Tajcn ^nf^ ^ g^ w( ^ 3#^g|^ %nT ynw n1^ ar^nnrn ^ nnt^ nn f^i^ 

\5Hd«J <P'<i^ 'Jll'.'O ^ ’ll*n«;i'fl '5TT^ '('^'^ A> cylrl) ^ ^ ITHlRld gR nchni ^ I 

• n? fiPRUT f^r^ nnnR siann prf^ A njt (arargr n^ ?zrf^ Tpfncft t srarginn wcft eft ^ ^ f^) ^jfrfen i?f 

-dcndi fyT^ f^b'c-iglcl ^ <^<*>(11 |l i 

• aitijyH 4 Hldif^d cillrl) ^ viM^Tf) '(i'Wi | 

2, cRfliPrar ifpT ^ nn^ aifiu % jppr n>r ^ 5 i#e 

nflOT ^ nin ^ ^ gnnnrrf^jnj'n?nf^ ^ppf 

3T£2Tnn SPT ?M?P : 

3ia2RB ; 

cnf^ ^ FsneR :-- aregnn^nR :_ 

^3Rn _ _ 3F^g<p w nw : 

■^nm srrensR n5^ nicRT 

(uyVi - n?g) 

1. ^ n? ^ ^Rnr/ nR# ^ nn^ aiazmn ^ fern nrflsi ^ ^g;nnT ?ffe n?t n? nan nn?i ^ 
nan n?n ^ nn 3 Icrr nnn |3n t i 
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2. wmu/ t ^ sTojiB ^ t w ^ ^ 1^, inmf, (] 

f¥^FJ^ cPTfft 3ffte^f snrrf^ firgr HP ft g t ^ grm ^ ^fg?ra ^ i 

3. ^ IT? ^TR?TcTT/^?T*T?T?ft | cTTW^gi gflffw % sH^fiw, m^Ngi g>t 3Tt? ^ ^t47?t ^ oEfi%), grrgR 'Hf^, ^ran [ ] 

tcrt^mpTEP mflrcpTf^ g^ gcf^rH artwr ^ «nt ^ cian 3n^ % gt*ff % grt \gV ^Frg»I A 

^ TFgr^ f, grt ^ ^ gm grgrr ^ ^ g^ ^ ar^gtct g5t gnfrm ^ 

?t^ t A ^HFfTcT ^ I cTSTift, ^ g? ^mcTi/ ^?1T5^cft | % cft^ g^T gjt ^ cTZTT Hgiif^Ri gi^ 1^ ggjR 

g>^ ^jJTTi ^ ^ gF^H gjt ^jgr wggi i ^ ^ 

4. ^ ir^ 3T«TiH ^ f^rg?^ gf^wg ararm artcp^ gg vrggVg g cp^ g^ ww ^ i 

5. vjg^ arann gm gjt -g^gcT 11 [) 

c2i% / 7<f[gg4 wfciPif^j ^ Ffgrgr^ :_ ?nf^srj__/_ 

sgf^ gg tr:_______ 

ap^gi % FWT5R :__ grf^ : j j 

3TGrqg aF^w gg fr :______ 

RTafl FfcTTgR:_____ 'll 

RTaft gi RF:___ 

gf^f^ VII 

cnsrf&rgi; arargg fMd ^ TrrtiRi, f^-g^ cian : 

1 . ^ 

^ arazRR gg ?Wg5, g^, ggg f%g gg ag^gwrg? ^3?grg gg gR, fcfggR gg^g, araggg gg ngm, gflarg 

fejiT^g gg grflgg ftg^g, ^ gYgggg gg FRf^ gag aif^g grfte, gag grgtggp gg gm ^ gr^ ^agg! (ai^^ggflr) ^ rr ^ 
gg’ ^i ^jjggr gr^g i 

2. aTaggg gg rrtyt : (1 ^ 2 ^ gg^); rc^ i^rggR ^ gfterg spg ^ agggg gg Rf^TR agrgrrgR rr rri 
rtI'^ I 5r gR ^ art^rgg ^ rr fg giRrjnf f^Rpgl gg Rf^ rn jr^r f^ ggggr i 

3. %5[!g aftgg giggj l^gRR Rg^g, Rinag rricR, rrr Rvggg ^ ggft gg "gRR A rrirI ^ Rgg areff^ 

gf^sgrfi % f^-l^r^" ip ai^grag Rg?ft fWg i 

4. RwRisR Ran gf^^ngiaft g>t ^ i 

5. f^rg ■■ g^g RiR^ft i 

6. a^gR Rfiil^ 

FP gR T^ ggrg 1^ rri grftg tR%g?f g>t RtgRr ^ aggr? f^g^Rff ^ ar^RR aiaggg ggr an i armR rI^ ^ g^g 
RKT 5R#cg RTfftggff Tarn ip ggg r^-rtr^ ^ arji^rgg (^) g>t Rrfte (RifFal) gg fcR^ fcrarg rttr«£i gRpg rr] gT%g i 
^Rn A g? gRRT gT%g 1^ a^hg gRgj f^RRpg Rggg ^ gn^ %g gg aR^ cngrPigp aRgm Rgaff gag 

gg"cfrg l^Rhom ar^agg trf^ ggn gnfl 1^ gg gm gifR gggafi r ^ - ixrt^RRT ar^gg ^ aggR Rgaff - 
f^lgff ^ aRRR arfiRjggiaft gg giRR f^Rn ggr 11 

7. a:agzp( c^d: 

3it-Tgg ip yRR#rg? st^ (ag^gg^, ^arR ip ggttgfM, grgWp / gWrit^^, ggtgRTcn agf^} gg r^ f^mRg ^ I 
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8. ywicni 

4161 fsT^jRT rRpfsiR ^ 'rifilKI f^4JI uTPTT ^T%TJ I 

9. 3itt(4i'i % v5^?4i: 

3i«14|'i % <n*iy Hij'i'Ji'l cTSTT 3TrRT vST^ H^’ta cMT '^fW \3^?4i'l ^ <lcll^ ^ vjcc^o I 

10.3j'^qu||^qo filvU'ii: 

^ «rprT TPTTT ^ ^3xmR Hf&jilHi, '«cir$fo^ / ^ 

tcn^Jcl / <snRu1 tt6«lcfl 'dH^K »Jc^i<t>'1 ^ 5ri<|c|'lrtic;cf)dl cTSJT ^fiFTT 'SICI ‘juiciTll aH'^EfTTR cTSH HIK1 ^ 

giT Ri!i<^t|ui ^ -m ^ #n \ 

11 .’T^terw 

^ TfWT (a?fW) ^ ^ ^ ^ 31WH w I ^ ^pt 

ii?T ^PPTT f^jp^ artzRR ^ ^ w 8TT 3WErT ^ ^ l ^ 

■RT cT^TT 'MH4| ^ ^ ^ 'i'lRm'l <PT l^q<w| ^ I Hrticl) pTPJ *11*1 <A ^ 'dH^K ^ >d*14J ^ ^ ef>\!^ ^ tf>K'J| «fcTR I 

12. 

TfWT flrM'i<^)c^i^4)'cfi % jjemiPH % t^f^TRlf ^ *rm ^ ^rof^ ^iprt 3fR \iii^Ti> 'Hwufisi^g in^ ^ 4 F?it^ 
'3TKRII ^ cTSJT JR^RTK^hTI ^ 3TcR H'fl<il"i 'i'lPl^i^ ^ 'Jl'l'tliR&-lci>l<i 

Rl?l®irtl3ff ^ ^TfSTR Rt^iyui ^ \dMd«l «f)'{l'1l I 

13. ^^IT^'JRTRR: 

FTT *rR ^ (nifR afR ^ihm) ^ ?nRr^ (^ Xi) i aiom ^nt 'r wf^^H 

tJ?RT3ft ^ ^ 'HK0j1<i<d arSRT ^ ^ a^gcT ^ ^1^ 11 »TR 4 3R^W?»R> ^ R=ft ^ 

FFrcPJ^ ^C'lisff ^ Rff^TR ^ f^4ji 'JiMI I 

14. fWf - fcR?t cTSilT 3TTW 

^ RTR Rr^ % ^ ^ PmR - ^TSTT 3Tr^ f^RTRI ^ I 

15. ^ 

16. 

HR HI StRTc^ SRPH tpr*^ Wl 
H. 

3iicfjv$i 

vJfHK RH^ RT ^ 

^ HTT Hl^n^K 

B. gcg 3fR ^ cTT^ nlcT^ % HR# #%fT HR# # %H7T ^ H>T?H 

H^erw ^ !?w?R 

fr. 3T»RH ^ MFo3iJ“f SfWR 

51. #07 - H^en HHFl H^, hR vJHcT®! # I 

^, ^aT#W ^ H? TRFH H5f t ?121T ^ STtzpR <PT 'STTxfR - 'df^dl #7 ^R^tlHl’ ^ 7f# - 71# 

cpjhr 11 
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VIII 

^ ^ 3 ^ 2 rcn arf^ ^#577 ^ ^sffcn 11 

-.j^ f^ Hf^te - d ^fT^PdT t dsn f^rwT % tg 3T^ an^i^ ^ 4 ^ wnt:- 

(^) ^ wfr^ ^ tr?^ ^ ^ ^ t 3to ^ 3m^ dt aft^ ^ ^ I 

f^rwT ^ ^F%d ^ ^ ^ ^ ^ 

(?TT5Tf^'qflgdrT df^) ^ 3?^f^ ^ 122 ^.,'>T^ (cfj)j 

(?3) ■d^lvriHl ^ ^ ^ ^nf^ici ^ t ^ ^ 3rdm - ar^m <<51^d l «rRR ^ ^ zn 

;fft^ 3mm ^ tafkmr arnmit ^afrmi- arsjmaftw-dt^ 

mt ta ^ ^ mmmrT ^ (^ 122 ^., (d) 11 dnmte ^ ^ 

^ m5^ ^ tmt? mi dt ^ maern! mt fHi ^ 1 ^ ^ ^ 

PiquH fmm midT t, dt ^?ri ^ ftjf^rmmp "fd? ^ [^ ■qf^f^r^ 1, tk 9) l 

f^quH mt arjdfc! ^ mrgm wmr dm artm^ q^gd ^im'i i 

^ mi ^ 1^1 f^quR d^ %m midi t elf^d dw ^ fcni ?d aflqf^ mt (i^qlRa 

^ ^ ^ aif^t^ 3TcR-3TcR) d^dcff ^ dR ^ ^ mTdtd eTmi ^T ^ dt f^WT ^ ar^ TTfldd dm 

3w?j^ ^ anm? q? qmd mr ddnft 1 1 Mwif^d ^!pTm ?mpiq ^ f^Rdr mt anm^ »?l ^ 1 

M 3f^ ^ dnd^ qflsm ar^flm 1 ^ mtmdt ^ mm mrste 

q^yai-^qf^ qqd ^ ardR-arern ar^mfr % ^ dq?rm ajftdd - fcjind, fqq - fctuTd mmJt dm dnsrf^rm 

afirn^ qq RTf?! f^m rnidT mf%q afR mrar ^ dd^ mmRd mi ai^mn 1 

3T?m^ tr^ artm^ (Tim.^, 50) dm aikd - mdtft arim^ qrnnfmr ar^dd ^ ardid - arcmr 
amm d^n dd^ Tdfrdd ^ mpgd mi%d 1 

(li) f^mf^d ^Rim ^Tdtmdf m mm? ?dj? ^ ^ f dMT? A q?m fl mrm m mm m ^ t, f^Rm, m m 

dfiRi ar-Tddt m arjqrd djf ddm^ arsrm qm dm RiRhdlld mm m?^ mi rnmnd ^ l 

^■d qmi? ^ qm. mt. m fcTq, fmrdd (di^)fSq) arjdf^ yiRi m?^ ^ qmr^d Rq^cl mf^ (df^ m14 ^) mrjm 
q?dd fm^Ti midT mfim i m'^ dq adm^f m anm? q? ar^df^ qmd i 

(q) tmitf^d ^?rm ?tdtmdt ^ ?d3d ^ ^ ^ f f^d^ armd - areid mfidd armmft (aimn d?^1 mm m afldM) mi 

■qm ?^ 1 R 7 f^mq ?tmd (Timm) ^ mrqm dm mmid ^ cum dm f^rdmi ar^dm mmtd qra: rndim mdi ^ dm m 
afRim fm?!f( qmr? mi mm fcdqmT^ mi ci^ yy^N d ^ 1 d? Piyof^a m?dT ?tm f^ ywif^a ?|?Tm ymdiq f^i? t dm ammit 
qft aftqq - ftfnji aimn afldd - df^^i^ q^ d?f dFdqjof yiyy^f^m ftfmi ^ dididdi dff 11 

^ y^yr<fi ^ yudim ^ q? didd aimn q^ di^ fcfdfl qmr? ^ aif?iRdi aitm^ d?f aumdmdi d^ ?Wt t dm dfe 
f^mS^ ?^m dmddf mi i;m ?41mi-4 dmtm? df f^qmd cf5t ai^df^ qmd cfJt mr dim^ft ^ 1 

qm^ix 

dt afidfi^m ^ f^Tddi mtd 

cTnimd. aiii^di m? qmid qmm?d didU^ f^rf^ midmt ^ qmq ^ didd ^ ailqq qmsi aimn m^c^id ydddi f^qq qmr? 

?Vdi B, 5 di dsjf m m? d qdFi md dm qq^^md dm di'y^d m^Rw %rf^ ^ fdd ficm cd^m "^f^rfi^rd m?^ ^ 

fdmdcd vdd m?^ ?\cfi 11 

f?^j?di R^ddd d aftqy qqiail % dd 'Ramff cA rntm mddi ^iilqd mf%d mt mimdm ^ ^id qf^mfd md^ ^ 
aiRiy-icic^'-qild ql dm f^id?^ ^jmcTdi, ^an aftd/ aimn qmq^ddmmdi qd ddim q^ cf?i dirnddi 1 mr^;^md ^ did^ ^ qfiami ^ 
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W vjM^Tb ifto, x!mmPl«t) iTT5^ c!OT 1, (W OTWCa^f) ^ (^STFRM^), 

cnmlc^cn vjfTET ('JISJT 'i^>!)cf) IcTcR^ JPJlTeft ^ f^) ?nf^r?T I 

f^ilcltiu ii cHcb cpt f^f5^(i f^TTcTT cTT^ ?t=ft I cJ\^W>lf^cf)’ 3TOTPT. % 3TtTO cf?f fTsi^fl 

^ >^Pil^ci cR^ % TT^em ^ «iRT«Rcn ^rqf'cr #ft xn%T^ i 

TTFTRi ^ ^ ^ t^rarr^J ^ 1415 rui ^ tff^i^Tl^ % cTFcI ft|5?JT ^^rpn 1 ^ft crpft?? ^ gRcn t 

3fR cTP]; cfr 3n^ % FHcf?f ^r^^^RftcTcn cfff ^htet # j cfff MRR^^c1<^'l' artwr ^ amfEJ 

d^N rRJT vdTIxq^ vJHilVl ?llRlc1 ‘IX'II Hilim el'll I 

3 t^ q^aj ^ ^Jrm TWTf^ Wf^^FT ^J?qT^ ^ ^TFft ^ft (FTTi: amfRFT TTRff ^ T-aFFTT, 3FJ 

^ f^tR^TT cTaq (^!jc^quiicH* qfsRTTaft ^ ?Tf^ ^ f^R?n «PtnT I ^rfET ^ 

sftqEi qrarrsJ rRjT si'^d’w % 'M'dM q? cf)^*n I • 

wTpq ^ qq qqR qfi^ afrqq qrarrsJ % 3 t%^ Irq qq ^ rt wcfi 11 aftqq qrarrsJ q? fffqqR/sn^ % qqrq qr?! ^3q^ 
3<icKfl'^!jH, nsq H4>if^id - arqERTq (q^RftfcRRT) q^ s^iiRih q^qr «nt%^ 1 

3nq>^ (cp) sffqq qqrsJ qq^c^qrq, qft ^ % qR ^ '>?q5 q^ ^ q^ qqqqi - f^Rcn ^arr (^) cqiqq? Ichw ^ PH q? 

qfF - 3Fved (^i^^'iRnr^'W) % sftqq qqr^ q^ affrmtqqqftBcrr % 'jqqrqj 1^ qrr^ qif^ i 

cf)tjq) -r to Rm ^ q^ wi armET-qqraJ mm qq^^qm % ^ ^ qR ??tq q^ M q? 1 2 q^ q?f qqfira 
#ft qif^ qsq q? qrfTTf^ it^ ^ ^nf^rq qR^ % qqfR wm 3Tqf^ % qq^ qrf^ i cetI^ qfm ^ q^ 
qR^ % Wf 6 q^ qit 3Ff& qqi^rR Ft^ qTt%q I 

3 ^rqq qqra^ % qiq?^ ^ thqf qq fcrf^Rtor q# qqf ^ qaiT fcd^Rtq q>t qqj q^f^ qq qqqtq qR% /^^RR qqtqTcqq> ^q? % 
qif^ qfr qq qRiqq qR^ % qqR ^ eRft RT^ q)t 3 t 1^ qf^ % 3Tf?R ?tc^t % I qq^^^H % qrq^ 

Ifq qjq qqr qqtqT?qq> ^ ^ xli%TJ sfF #FRT tq Ut5T F^ q'q>cll # I q^ ^ q^ ^ HliTl f^^RWr qftfRT (xj) 

^ 3r3^ #ft qRjqq tqf q? qqqqr rRTT ^ ^ ^prqrn % qqqqq ^qqr«J qRT^ qT%q % 

qaq aqqrf^ q# f^tflife q?t ^ <P^ I 

3ftqg qqjs^ % qxnsTTq rRJT IcTcRF % f^RR aqZRFT qj cff qr^R-qvto q^TT^ ^ 3TqqT qqj ^ qR^-q=cTtqR 

qqTTc^t ^ qq^ qrflq qft qRTTf^rq 31^ WHq % 3T^ Ft I qq^^ % qR^ areqqq - f^TRqq % q^q^ 

3i1^ qj^qraRlqrq ^ qRR qit%q I 
qq sftqq qqja^ qaq qq^^'^Tpff qit f^RR qrfq: 

RTH-R? qftl^rfM A wri^i qR^ sqqiftq afrqq qqfrat rRjrqq’^^qiqf % f^ storr qqaft qf^f^l^yi 
aj^qqq ^tqqq qf^f^j%zn aicqqq^arqf^ 

aE tq>to 300C ± 20C/65% RH + 5% RH 12q#^ 

Rftq 400C +200/75% RH i 5% RH 6 q^ • 

RTO q^5i7“i q qira ^ 6 qfiqi ^ qRTq Rq Tq^q ^rqq w qlxqqq Fiq f raqqn qqfF q ^3?qrq twrct qjqcbT qq 
qTcR qR^ ^ amq^ 7F^ # cfr qEqqiff qu^i'ewi qf^f^if^ T^r 3ff^f^ff> qrm qlt qq^ ?Rn qqfqr qf^^ qrqqu® % qf^ 
^jcqjqR qqqr qr^tj t • 

qq^ % anqifta 3^rqq qqiqf sfR qT^?iq % ajorqq qRR^friyi 
aiEzrqq aiwjqq qRf^f^ aitzrqq qft arqf^ 

. i^ttjqqf^ 500 + 300 12q^ 

cqf^ 2500 + 200/60% RH + 5% RH 6 q^ 
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^ 3TmftcT 3ft^ ?T2n ^ 3l?znR qf^cTlfT 

3T?ZRR 3T?WT Wft 3T13I7R cf?f 3Tqf^ 

ejlUcb i f^ct, -2000+500 12 ^t^ 

-2000 ^ ^ qi? ^ aiil^md 3frqq q^yf ^ qiq^ - ^ - qFT^ 3nw q? ^frwr qnw i 

qq^?^7R <p) ?tqR qr^ STSiqi \3^ nacii , % q^xHcT ^'d^Tl f^JTcn yTT^T q^ yfpft "£17%^ aifcb 3727^1 hcic^ 

^Jcqr^ ^ ^ ^ sRT^, ^ ctsjt wfrq-3?qrf^ q? qfpraqft vjqd^ qjqrf qq ^ i aramr qcr^ ^JcqR 

tR 7TF qmi gqrsf^t wwiRid ^nAjVi-smf^ % qri^ gft qrFft ^rrflTT i 

qRf^ik; X 

^Hd ^ HTfflrf^RF q^qm <IT7^ ^ MWif^rt ’H<^'y q5t f^qTj-tR^: 

i. ^ 

q>. c»nqiR'icfi 3Tsq7PT qPT 
S. 77c^<a ‘‘^riid +f<4i)l +lf^ci 'd<A'ls( 

q. qPTtqra w 'j^r qrq aflq q^n 

^ q?f qf! 37?2RPT qv7 t, 7jq% 3Tq^ - 3Tq^ ^TRSJTf^ TfRtf cfSJT ^=8^ 3fR HRTf^fRj R^Yq?rfdl3# % qW sfR 

3T22RR # 'qR i% 3RT f^RR 3fh7 / 3727^1 I 

sR^q^RcT 3frqy w 3 tt|.ir.^. qrq / 
li. fcTqq - cRg cf5^ RRft 

'df^d f^rqq - qqg q?t ^ TTTRft 

1. Hdllddl 

• Plt5M*j^4 3T^qq 

• cTTfilPiqi ST^qq 

qq 3T7q?7 iij tj 4 cTTarte qqzj cf?f Rffarr q?f qrpft R%q dsn qra qn qpotq mmi ^ qcfqR qt#a srt Tpffqjqr 

qq ^ f?mTR f^ RR 11 tT? ijnt?t:RTT t\, afrqg % qT^ ^ %qT RT qj^ ^ f^fm - 

fcRqt ?Yq7 Rflq I 

37tqq - %nq, 1^ - f^r^qq ctstt / qftq - f%H / frif^'rdi iraY q>t 3Rr qftq - 'toq ^ ctstt ^ q qiqYcqiqcbd i qsq 

^■^STT qqYq qr^ q^^ ^Yqr qrf^rj i 

2. 3T£2Rq 3ftf^ : 

^ qR cqoRq feqqfq sfR - f^rwq qmf^ Tjqqr % ^ m qijtq ^ R%q i sri -^ufim 

qq Rff -pt ^ 3TKTqq ^ q^q^ % ZPTRT RTeW qRT^ R%q I 

3 .3ieqqq ^ qtR (^ qan qW) 3fh7 3TaRq 1%Rn?q % cf^qRq qpR i 

4. 3i?2Rq f^di^d ; 

• 3l£2Rq qq ^rqqfrqR : 3Teqqq % qq cqifq qilftcT q>?^ fq (srartcT ^sqeT idlt®, q^ %q, f^«f^d q^f^qY 3TTf^), 

RRiq qqf qq sfr^T cTSTT q^ ^ 3THRq cpT trPt - qT^S# q>t. Rsqr 3fR 3r%Tq faR, qqpr - qqg RSqi qq?! dSTT 
3 JSZRq q?f 37qf?rqY qq R^R, jFT 3Tqf^ t 

• 3furqq % qfRR qrcft q^gM sfR qq f^rqRi 

• 37«zRq f^di^d qiY ^ ftqR - f^Fiqt: to? - ^q?t ^ atsRR % 1^ ^ f%R?q % 3iYf^ ^ rr 

t( 



[HFTn—•gp'gag)] 


’TRcf ^ TFsm : 
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5. ^ ^ JTff^ % t^rcRTJT wcT q? cf^n ^ ^«Tefr sm wzrr ^ ^nqif^a ftprr ^ % 

3T^%T ftlSRT-q^ ^ ^ ’ft v3o^ 1^ viTTm 11 

6 . f^-cRg qft tTrsfcn: 

• Ytrfifel ^ HRcfus 

• TTTPlcl ^ ^ ^’TPT^ 

7. 3tfcqi*i thl4 - tftyRT, Wffhilisft cTSTT q^rfcHft % ^ ft fcTfcfN^ft^ cpft^ f^^qi I 

8. aitqtn 3flil)I^cl ‘D'(^l ; ^ atWTO'i <?)|4! ft> «Fft SRTift f?T ’TFT ft ’ll? 3T«2T^R ^ fclF?IT vJnrpn ft ; 

f^rfftjriTT 5fcr?R!, vim ^ nF^pfR, 1 ’j’l (f ,^.^.)/?neftfri^ vtm ^ (gcRHft) 

^ qrra. - Hian ^nw. ^ ctsjt gqR inftiT ^ wn^Ji <PTft. cpt 4 gft ^ i 

Hr4cb' f4f^d (^) ft) ^ ft srePT ^ W=n xTlfttf fftf^ 1, 2 OTf^l ^ cZjf^ ; oZlf^ ^ cF^ gJTft % tTR ft 

«2rf^ ^ gt?ft, 3RRfT 3P?I 'ft^ft ft> ^URqft ^ qRR^Icl-ijT ^ cftjf^ I zr? iTrrTtj «KHI viJIkJ^j ftt ’T'? cZjf^ g; gift ft 

R?>T7 eZrcfW ^ I 

arfe^n’T, gft qi^ % in^ ft g?TTtj t ^ cztRr ^ aitoiftf ^ 

xnfetT 3<ft? RlRicc ai^IrqFT % 3^ *TH^ izjgw iftftt ’ETlf^! 

gq vdcriM'i gift q? f«PTT jrgq? ■^rftqr^ gft grnpft vj^ ^dm dsq ^ TTcft ft> iiift ft ftt gcTprr ^ gq sr^qTcR q ?tft g? f^rq 
3Twrzjq gft wqr ^ gmTTTT I 

9. 3T6ZPR 

• ^gTTgj ^ gft ^FRZJ - zTPTift (wgVilcHg) TjqzqR gft zpq^, sTRwqr cTsgr 3Tgf^) t<ftzT^ ^ 3 fr^ / 3 T 2 jcn qg>eft ft? qftrftli 

gq g^ftqg>^ ft vjqgr?gftgrTT^’nq ^i zifft cTPJ ift, sftqtj(sftgfftftt), vjqgft ^^Tifti, €iK*< 4 Kdi, gft 

3Tgfft ft> gift ft gcTprr I 

• 3ftqq 3rnjf^ gan aftqg ftft zrftaft sr^pn: afezrgq 1^fcf)pni gftq qgpr c^^ft gq tft It, ^ gift ft fcig^^q cian Trftt IftPig i Hcbl 
gft afqqrft ft> grg 3pftqRgg> aftgg gg^c^ ^ f^ qgr 5 ^ gift ft t^rg^^q ftqi l ^jqrrg f^jTcn, ’ t ^ ^nu i gft 
grgjgftt gan ggr ftgp gjrft gft gRoqgf ft? gjg^ fiftft gjf^ | 

• arorgg sftgq fftqTrfjgr ft? zg^ ft glftgftg : ^ftigi gg^ 3T?pn aiaggq sftgq gft ipg cpqft ft? fftgq ^jq^g? grgft 

• ^ftqrfftg oftqq qRrqfftg? qgrg : 

• ^TFgftl ftrfftjTfTT - fftfTH : ^tggq ft? gtgq fftR aftqftjzfj gft sr^qf^ Ftcft ^ gan fftR MRfftferfftzft ft gqgq gqgtn gg ZTg?gT 
ft, gqgj? gHg gFi fft>qi qgr ft i gq •sftqfftzft gq cnftg g>^ fftrqft? gift ft srtggg gft ^ srgf^li ft araigi gnjyf argRi ft? fttTPi 
ggftgg gq gqgjq q gft sr^qf^ fttcft ft I gfft fftftq ftrfft?Hg3ft ft? fftrq gft^ gm-arrag argfftgli gft qT q tg? q ^ "jft gpqrg ftt, 
gt ?qft?' gR ft gf: gnfg fttqr grfftq | 

3f?gqq g^rgR ^ 3Twrgq ^ q^^ g^ ft? fftRiM gq^g (sraftg gqgp 3igg)H ^ ft? gq^g ?>g r q i (gqgj? 3 mq?<qgi 
ft? CPU t 577^ gift ft gnfq gfftcT) aiepn spg ggqTift gft gtife: ^ ?ftg?qi (ggiF^ig ft? qfg^ trgqiq, gft grqg 
3iTfft) I 

• gqTijfii^q q1ft?gq’; ggr^f^^q qfft?zn ^ znftq gfft sTaggq ft 3pftqg? 3 fl? / sraigr gjf^ w< gnftts gq qfttq fft?gi ^ngr ft l 

• siqgqTijft^q qfft? 7 rrq ; 7 ^ 3twph gft scTTfts fft)gT grrar ft, g 1 fftR ft 3 nPcTT^f 5 %q fft^gi qn ^fgrgr ft ft qRfz&il^ 

ggr gr-Tg^Tuft^n ft? ggTq gft gnft gr# fftfft ggrftj gnft 1 

10. qRr^cf iTci-n'ft (qfftfftRg XI ftzft); q’qfftg wRi^d ggqT3ft gq tftgrq fftgi grrqi grffttj i 
ql^^ei trcT-q gq Jjcgtgrq g?gft ft? jr^ gjftrgrsft gq gnfg fft>qT grrqi gjf ft q 1 

11. 3TTgR Tlgaft irft?: RF'rf^f^ tpi ^ 

• qft%q / cTiq ^egrgrq 

• 3TrgN 7#rfft Trftle?! iiaq z-nftqiq 

• 75^ (gqqgq^) 77gqRi qfft>g[ 
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• ;iTTcfr^ fTSn 'd^n fcfro ^ ^ fcTSRTJl 

12. q^artri artsjTiH: ^ f^FRp^^ wJt ^ ^5^ yrciTf^ iTRWcn % 3 thi^r % <tt^ ^ cTsti 

^ «n^ ^ f^TcRTJT iTTr ^ 11 

wrA {^.3TR.t^) ^ 3?^OT? fTSn ^ ^ JTW g5^ ^ iSrrtcT t w4 cFt 3T'^fjRT f%?f1 

vjcT^'lsI, ^,3TR.t^. 3?^?TT1? cTSTI ^.3TR.t^ ^ 3Tf^r^ oqf^ % sTT^ ^ mZT 3f«2TJpf 

^ sTT^ ijUdiy % sTT^ # WR ^ t Sft? gjtt Weft eft ^ ^ fft^JT ^JTTcn ft. ^TT^ ft 

^cTPl I 

3TKm 'JTT Wft ft> ^ ftWefft Wft ^ 0|''hRcl ft, ^3^ 3FftW ^fft ft> sTT^ ft I 

13. 3jdi)l<uTleHcp : 

• sT'ftwwcp cFT fft^RTJT ^sTi cPT ft (fviRTft a^ftinmc^ aft^TO ft) ^ 3T5Rmlr wm ft) ^ ft 

ft PTffR IftRft 5T^ gft ft) sTT^ ft sTrlTft) I 

• 3r52m ft? ftt^ 3fft%c? ^ ^|7Ff) 

• 3f52mq^2ft gftftftft^,^«rfcFT cTSTI «cn?f^ 

• efft WW f^mcT Wft’ cT^n oET^ TTeRTR ^rfl?fT TRsm WTcft 

• 3TSZfIR ft) fftiTT 

• ^T-ftWrPRf? ^ Rriw^dl'ft : 5m<f, ^ Jfft ^ mZT cfTCTq / W fft^r ^ SpftWcW vidJi<l cf?T ^RF f^RFTSF 

fft.?TT«r ^5fftf?^TcF Wft ft) fftR SrftWcW vidJi<] ^fft nif^, ^VRSRR, ^ mZT eft^ft ft) feR 3;^ft?ft cf?T ^ I 

• ?3?Tftrn ft R RR 7R SI'fttiuiicHef) vidJi<1 ef)T Wft ft) fftn? ftft^ cH^ , 

14. 

R>JR[ 3FTcI)T7 RTftcF STtRlftt Rift cTTcft flfft)^ ft) sft^, ^=1^ ft) 3TTcpR cRT fftEftRJT ft)^ fft^H WT clan ^ fftaftRRf Wft ft fft^; 

oTjRH, nnrftTcWJfKTT 3tci: (sf^ cian ftftn) mn ^«n ?FR«Jt aRi: i 

fftyftrw: ^3fm ^R^ifftd cian aRi: efn wft ft? fftrej ^jr^aftn fftcii Rift erreft ^ ft? 

fft^R Rrft^ ^ nfftRTfti ef?T ^ sfRT ft rMdchi ft?ft fft?^n ’srnpn mn ftrft ?gf^ fft?an ymmi i Wc?f ft? RcR, FstrniTT Rift 

cTT^ RTtfenfftn cisn Tjn anWr ft» jt^tP tngf^: gwR gft anromaft, arjqieR ^ wft ^ ft? Rnft 
RRail STtWt ePT Wft ^ Wf^; fft?^ SRtI^ epT cT<P^£lR c18n RT^, qfft P l ^'lRHd ?ft I 

3fmfi - nfcFg)^ (ftt.ft?.) fftR^w ft? feR, zFfft ^ Ft, WccF ft? ^ ft erft^ cpft i 

1 5. 3Rftir^ gTRT cTcR ftRT (ft?jt qfftfftl^ IV) 

16. 3?«raR rfr, ’dn^Pl'ii^Tt) rtf^ ^RcTift^ft (^ RjRpn trsfep, RTpr^i^ct) fi^nfct n?Tft snfft) iftcRTi: san 

OTRJ 3Ti^ RiepRR 3R?n ; HK-ifi’lcd fftW! 'jft ^J^RT cTan c^eftftT^ ft fft?Rft WR ft? 3TRT ^RcTlftRl n T RnRTRI 

;3nR'aT cj)RFn i 

1014/1/2 ftitT4iq;] 

IJRn, 

X(J[^ ftamr ; fftw RT. T^. 28-10/45-1^ (1)» ^ITR^ 21 1945 ^ TRm ftf wfftjcT 1%1 t ^ ^ aftR 

Rirmfft. 528 (aR), 8-7-2005 





MINISTRY OF HEALTH AND FAMILY WELFARE 

(Department of Health) i 

NOTIFICATION 
New Delhi, the 28th August, 2003 

G.S.R 694(E).-^The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government propose to make, after consultation 
witfi the Drugs Technical Advisory Board, in exercise of the powers conferred by sections 12 
and 33 of the Drugs and Cosmetics Act. 1940 (23 of 1940), is hereby published as required 
by the said sections for information of all persons likely to be affected thereby and notice Is 
iiereby given that the said draft rules will be taken into consideration after the expiry of forty- 
five days from the date on which copies of the Official Gazette in which this notification is 
published are made available to the public. 

Objections or suggestions may be addressed to the Secretary, Ministry of Health and 
Family Welfare, Government of India, Nirman Bhawan, New Delhi - 110011. 

Any objections or suggestions which may be received from any person with respect of 
the said rules before the expiry of the period so specified will be taken into considerjation by 
the Central Government. 


DRAFTRULES 

{I) These rules may be called the Drugs and Cosmetics (Amendment) Rules, 2003. 

V 

(2) They shall be published in the Official Gazette. 

2 In the Drugs and Cosmetics Rules, 1945, for Schedule Y the following Schedule shall 
he substituted, namely > 


2446 Gt/2003—5 
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"SCHEDULE Y 

[See Rule 122-A, 122-B, 122-D, 122-El 


REQUIREMENTS AND GUIDELINES FOR PERMISSION TO CONDUCT CLINICAL TRIAL S, IMPORT AND/OR 
manufacture of new drugs for marketing in INDIA 

Application for the conduct of clinical trials or import and/or manufacture of new drugs for marketing in India 
should be made in Form 44 accompanied with data as per guidelines described below: 

1. Chemical and pharmaceutical information as prescribed in Appendix 1, item 2. 

2. Animal pharmacology data as prescribed in Appendix I item 3 and Appendix 11. 

2.1 Specific pharmacological actions demonstrating the therapeutic potential for humans should be described 
according to the animal models and species used. Wherever possible, dose-response relationships and ED 50s 
should be submitted. Special studies conducted to elucidate mode of action should also be described. (Appendix 

11 ) 

2.2 General pharmacological actions as prescribed in Appendix I, item 3 and Appendix II, item 1.2 

23 Pharmacokinetic data related to the absorption, distribution, metabolism and excretion of the test substance 
as prescribed . Wherever possible, the drug effects should be correlated to the plasma drug concentrations. 

3. Animal toxicology data as prescribed in Appendix III. 


4. Human / Clinical Pharmacology 

41 Clinical trials 

A clinical trial is a systematic study of pharmaceutical products in human Subject(s), in order to discover or verify 
the clinical pharmacological (including pharmacodynamic / pharmacokinetic), and / or adverse effects, with the 
object of determining their safety and / or efficacy. The data required will depend upon the purpose of the new 
drug application . The number of Subjects and sites to be involved in conducting a clinical trial will depend upon 
the nature and objective of the study. Permission to carry out these trials shall generally be given in stages, 
considering the data emerging from earlier Phase(s). 

For new drug substances discovered in India, clinical trials may be carried out in India right from Phase I through 
Phase III and data should be submitted as required under Items 5, 6 and 7 respectivelyof Appendix I) 


For new drug substances discovered in countries other than India, Phase I data as required under item 5 of 
Appendix I, from other country(ies) should be submitted along with the application. After Phase 1 data 
generated outside India has been submitted to the Licensing Authority, permission may be granted to repeat 
Phase I and to conduct Phase II and subsequently Phase III trials concurrently with other global trials for that 
drug. In all cases Phase III trials must be conducted in India before permission to market the drug in India is 
granted. 


Permission to conduct clinical trials: If the study drug is intended to be imported for the purposes of examination, 
test or analysis, application should also be made in form 12 and a License obtained in Form 11 (License to import 

drugs). 


Data appropriate for the Phase of clinical trial to be carried out (see Appendix I) should accompany ^e 
application. Investigator's brochure, proposed protocol (see Appendix X), case record form, study Subjects 
informed consent document (Appendix VI), Investigator's undertaking (Appendix IV) and if available, ethics 
committee clearance (Appendix V) should accompany the application. 


Clinical trial can be initiated only after the permission has been granted by the Licensing Authority and the 
clearance obtained from the respective ethics committee(s). The Licensing Authority should be informed of tbe 
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approval of the respective institutional ethics committee(s) as prescribed in Appendix V, before Initiation of the 
clinical trial at any site. The trial site(s) that do(es) not have an ethics committee may accept the approval 
granted to the protocol by the ethics committee of another trial site or the approval granted by an independent 
ethics committee (constituted as per Appendix V), provided that the approving ethics committee(s) is/are willing 
to accept their responsibilities for the study at such trial site(s) and the trial site(s) is/are willing to accept such an 
arrangement. All trial Investigator(s) should possess appropriate medical qualifications and relevant experience 
and should have access to such investigational and treatment facilities as are relevant to the proposed trial 
protocol. If services of a laboratory or a facility other than those available at the investigation site (whether with 
in India or outside the country) are to be availed - its/their name(s), address(s) and specific services to be used 
should be stated in the protocol to avail Licensing Authority's permission to send clinical trial related samples to 
such laboratory(ies) and/or fadlity(ies). 

Protocol amendments may become necessary before initiation or during the course of a clinical trial. All such 
amendments should be notified to the Licensing Authority in writing after approval by the ethics committee which 
has granted the approval for the study. No deviations from, or changes to the protocol should be implemented 
without prior written approval of the ethics committee except when it is necessary to eliminate hazards to the 
trial Subject(s) or when change(s) involve(s) only logistic or administrative aspects of the trial. All such 
exceptions must be immediately notified to the ethics committee as well as to the Licensing Authority. 

Depending upon the nature of therapeutic agents and current paradigms for safety and efficacy evaluation - the 
data required to be furnished shall be considered on a case to case basis. Similarly, In order to optimize and 
expedite drug development for pharmaceuticals Indicated in life threatening / serious diseases or diseases of 
special relevance to the Indian health scenario - the toxicological and clinical data requirements shall be decided 
on a case to case basis. In such cases, particular studies may be abbreviated, deferred or omitted, as deemed 
appropriate by the Licensing Authority. 

Responsibilities of Sponsor; The clinical trial Sponsor is responsible for implementing and maintaining quality 
assurance and quality control systems to ensure that the clinical trial is conducted and data is generated, 
documented (recorded) and reported in compliance with the protocol and Good Clinical Practice (GCP) Guidelines 
issued by the Central Drugs Standard Control Organization, Directorate General of Health Services, Government 
of India. 

Sponsors are required to submit a status report on the clinical trial to the Licensing Authority at the prescribed 
periodicity. In case a trial is terminated before its completion, the reason for premature study termination should 
be communicated. Any serious adverse event (SAE) occurring during a clinical trial should be communicated 
promptly (within 14 calendar days) by the Sponsor to the Licensing Authority and to the other Investigator(s) in 
the study (see Appendix XI). The definition of an SAE is given in the said GCP Guidelines. 

Responsibilities of the Investigator(s): 

The InvestigatoV(s) shall be responsible for the conduct of the trial according to the protocol and the GCP 
Guidelines and also for compliance as per the undertaking given in Appendix IV. 

Informed Consent; 

In all trials a freely given, informed, written consent is required to be obtained from each study Subject. The 
Investigator must provide information about the study verbally as well as using a patient information sheet, , in a 
language that is non-technical and understandable by the study Subject. The Subject's consent must be obtained 
in writing using an 'Informed Consent Form'. Both the patient information sheet as well as the informed consent 
form should have been approved by the ethics committee and furnished to the Licensing Authority. 

Where a Subject is not able to give informed consent (an unconscious person or a minor or those suffering from 
severe mental illness or'disability), the same may be obtained from a legally acceptable representative (a legally 
acceptable representative is a person who is able to give consent for or authorize an intervention in the patient as 
provided by the law(s) of India). If the Subject or his/her legally acceptable representative Is unable to 
read/write - an impartial witness should be present during the entire informed consent process who must append 
his/her signatures to the consent form. 
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The ethics committee should exercise particular care to protect the rights, safety and well being of all vulnerable 
Subjects including members of a group with hierarchical structure (prisoners, armed forces personnel, staff and 
students of medical, nursing and pharmacy academic institutions) participating in the study. 

A checklist of essential elements to be included in the study Subject's informed consent document as well as a 
format for the Informed Consent Form for study Subjects is given in Appendix VI). 

4.1.1 Phase I (Human Pharmacology): The objective of studies in this Phase is the estimation of safety and 
tolerability with the initial administ,ration of an investigational new drug into human(s). Studies in this Phase of 
development usually have non-therapeutic objectives and may be conducted in healthy volunteer Subjects or 
certain types of patients. . Drugs with significant potential toxicity e.g. cytotoxic drugs are usually studied in 
patients. Although human pharmacology studies are typically identified with Phase I, they may also be indicated 
at other points in the new drug development plan. 

Studies conducted in Phase I typically involve one or a combination of the following aspects: 

a) It is usually intended to determine the tolerability of the dose range expected to be needed for later clinical 
studies and to determine the nature of adverse reactions that can be expected. These studies typically include 
both single and multiple dose administration. 

b) Pharmacokinetics i.e.characterization of a drug's absorption, distribution, metabolism and excretion. Although 
these studies continue throughout the development plan, they should be performed to support formulation 
development and determine pharmacokinetic parameters in different age groups to support dosing 
recommendations. Obtaining pharmacokinetic information in sub-populations such as patients with impaired 
elimination (renal or hepatic failure), the elderly, children, women and ethnic subgroups should also be 
considered. 

c) Pharmacodynamics: Depending on the drug and the endpoints studied, pharmacodynamic studies and 
studies relating drug blood levels to response (pharmacokinetic/ pharmacodynamic studies) may be conducted in 
healthy volunteer Subjects or in patients with the target disease. If there are appropriate validated'indicators of 
activity and potential efficacy, , pharmacodynamic data obtained from patients may guide the dosage and dose 
regimen to be applied in later studies. 

d) Early Measurement of Drug Activity; Preliminary studies of activity or potential therapeutic benefit may be 
conducted in Phase I as a secondary objective. Such studies are generally performed in later Phases but may be 
appropriate when drug activity is- readily measurable with a short duration of drug exposure in patients at this 
early stage. 


Phase I trials stiould preferably be carried out by Investigators trained in clinical pharmacology with access to the 
necessary facilities to closely observe and monitor the Subjects. 


4.1.2 Pliase 11 (Therapeutic exploratory trials) 

The priniary objective of Phase II trials is to evaluate the effectiveness of a drug for a particular indication or 
indications in patients with the condition under study and to determine the common short-term side-effects and 
risks associated with the drug. 

Studies in Pnase II should typically be conducted in a group of patients who are selected by relatively narrow 
criteria leading to a relatively homogeneous population. These studies should be closely monitored. An 
important goal for this Phase is to determine the dose(s) and regimen for Phase III trials. Doses used in Phase II 
are usually (but not always) less than the highest doses used in Phase I. 

Additional objectives of Phase II studies can include evaluation of potential study endpoints, therapeutic regimens 
(including concomitant medications) and target populations (e.g. mild versus severe disease) for further studies 
in Phase? II ar III. These objectives may be served by exploratory analyses, examining subsets of data and by 
including nu Itiple endpoints in trials. 
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If the application is for the conduct of clinical trials as a part of multi-national clinical development of the drug, 
the number of sites and the patients as well as the justification for undertaking such trials in India should be 
provided to the Licensing Authority. 

4.1.3 Phase III (Therapeutic confirmatory trials) 

Phase III studies have as a primary objective the demonstration or confirmation of therapeutic beneflt(s). 
Studies in Phase III are designed to confirm the preliminary evidence accumulated in Phase II that a drug is safe 
and effective for use in the intended indication and recipient population. These studies should be intended to 
provide an adequate basis for marketing approval. Studies in Phase III may also further explore the dose- 
response relationships (relationships among dose, drug concentration in blood and clinical response), use of the 
drug in wider populations, in different stages of disease, or the safety and efficacy of the drug in combination 
with other drug(s). 

For drugs intended to be administered for long periods, trials involving extended exposure to the drug are 
ordinarily conducted in Phase III, although they may be initiated in Phase II. These studies carried out in Phase 
III complete the information needed to support adequate instructions for use of the drug (prescribing 
information). 

For new drugs approved outside India, Phase III studies need to be carried out primarily to generate evidence of 
efficacy and safety of the drug in Indian patients when used as recommended in the prescribing information. 
Alternatively, in case of an application for a new drug which has a critical relevance to the health problem(s) in 
India, except for those drugs which have not been approved anywhere in the world, marketing permission may 
be granted at the discretion of the Licensing Authority, Subject to the applicant agreeing to conduct a Phase IV 
study with the drug using a protocol approved by the Licensing Authority, 

If the application is for the conduct of clinical trials as a part of multi-national clinical development of the drug, 
the number of sites and patients as well as the justification for undertaking such trials In India should be provided 
to the Licensing Authority along with the application. 

4.1.4 Phase IV (Post-marketing surveillance) 

Studies in Phase IV are all studies (other than routine surveillance) performed after drug approval and related to 
the approved indication(s).These studies go beyond the prior demonstration of the drug's safety, efficacy and 
dose definition. These are not considered necessary at the time of approval but are often important for 
optimizing the drug's use. They may be of any type but should have valid scientific objectives. Commonly 
conducted studies include additional drug-drug interaction(s), dose-response or safety studies and studies 
designed to support use under the approved indication(s), e.g. mortality/morbidity studies, epidemiological 
studies etc. 

4.1.5 Special studies: 

Bioavailabilitv Studies 

For drugs approved elsewhere in the world and absorbed systemically, bioequivalence with the available 
formulation should be carried out wherever applicable. These studies should be conducted under the labeled 
conditions of administration. Data on the extent of systemic absorption may be required for formulations other 
than those designed for systemic absorption. 

Wherever applicable, bioavailability studies for all new drug substances and for new dosage forms administered 
for systemic absorption must be designed and conducted. Evaluation of the effect of food on absorption following 
oral administration should be carried out except for those drugs which have already been approved for marketing 
outside the country and for which the food absorption data is submitted. Data from dissolution studies should 
also be submitted for all solid oral dosage forms. 
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Dissolution and bioavailability data submitted in the new drug application must provide information that assures 
bioequivaience or establishes bioavailabiiity and dosage correlations between the formulatlon(s) sought to be 
marketed anc those used for clinical trials during clinical development of the product. 

(See Appendix I, items 8.1, 8.2 and 8.3). 

Data regarding interaction of the new drug with drugs that are likely to be used concomitantly with it are required 
to be conducted and should be submitted from non-clinical studies and, if appropriate, from human studies. 

Special populations: 


Information supporting the use of the drug in children, pregnant women, nursing women, elderly patients, 
patients with renal or other organ systems failure, and those on specific concomitant medication is required to be 
submitted if pertinent to the clinical profile of the drug and its anticipated usage pattern.-Any claim sought to be 
made for the drug product that is not based on data submitted under preceding items of this Schedule should be 
supported by studies included under this item of the Schedule. (See Appendix I, item 8.3) 

Geriatrics 

Geriatric patients should be included in Phase III clinical trials (and In Phase II trials, at the Sponsor's option) in 
meaningful numbers if 

• the disease intended to be treated is characteristically a disease of aging or 

• the population to be treated is known to include substantial numbers of geriatric patients or 

• when there is specific reason to expect that conditions common in the elderly are likely to be 
encountered or 

• when the new drug is likely to alter the geriatric patient’s response (with regard to safety or efficacy) 
compared with that of the non-geriatric patient 

Paediatrics 

The timing of paediatric studies in the new drug development program will depend on the medicinal product, the 
type of disease being treated, safety considerations, and the efficacy and safety of available treatments. For a 
drug expected to be used in children, evaluations should be made in the appropriate age group. When clinical 
development is to include studies in children, it is usually appropriate to begin with older children before 
extending the trial to younger children and then infants. 

If the new drug is for diseases predominantly or exclusively affecting paediatric patients, clinical trial data should 
be generated in the paediatric population except for initial safety and tolerability data, which will usually be 
obtained in adults unless such initial safety studies in adults would yield little useful information or expose them 
to inappropriate risk. 

If the new drug is intended to treat serious or life-threatening diseases, occurring in both adults and paediatric 
patients, for wnich there are currently no or limited therapeutic options, paediatric population should be included 
in the clinical trials early, following assessment of initial safety data and reasonable evidence of potential benefit. 
In circumstances where this is not possible, lack of data should be justified in detail. 

If the new drug has a potential for use in paediatric patients - paediatric studies should be conducted. These 
studies may be Initiated at various phases of clinical development or after post marketing sun/elliance in adults if 
a safety concern exists. In cases where there is limited paediatric data at the time of submission of application - 
more data in paediatric patients would be expected after marketing authorisation for use in children is granted. 

The paediatric studies should include; 

a. clinical trials, 

b. relative bioequivaience comparisons of the paediatric formulation with the adult formulation performed in 
adults, and 
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c. definitive pharmacokinetic studies for dose selection across the age ranges of paediatric patients in whom 
the drug Is likely to be used. These studies should be conducted in the paediatric patient population with 
the disease under study. 

If the new drug is a major therapeutic advance for the paediatric population - the studies should begin as early 
as possible in the drug development, and this data should be submitted with the new drug application. 

Paediatric Subjects are legally unable to provide written informed consent,and are dependent on their parent(s)/ 
legal guardian to assume responsibility for their participation In clinical studies. Written informed consent should 
be obtained from the parent/ legal guardian. However, all paediatric participants should be informed to the fullest 
extent possible about the study in a language and* in terms that they are able to understand. Where appropriate, 
paediatric participants should additionally assent to enrol in the study. Mature minors and adolescents should 
personally sign and, date a separately designed written assent form. Although a participant's wish to withdraw 
from a study must be respected, there may be circumstances in therapeutic studies for serious or life-threatening 
diseases In which, in the opinion of the Investigator and parent(s)/ legal guardian, the welfare of a pediatric 
patient would be jeopardized by his or her failing to participate in the study. In this situation, continued parental/ 
legal guardian consent should be sufficient to allow participation in the study. 

For clinical trials conducted in the paediatric population, the reviewing ethics committee should include members 
who are knowledgeable about pediatric, ethical, clinical and psychosocial issues. 

Pregnant or nursing women: 

Pregnant or nursing women should be included in clinical trials only when the drug is Intended for use by 
pregnant/nursing women or foetuses/nursing infants and where the data generated from women who are not 
pregnant or nursing, is not suitable. 

For new drugs intended for use during pregnancy, foiiow-up data (pertaining to a period appropriate for that 
drug) on the pregnancy, fetus and child will be required. Where applicable, excretion of the drug or its 
metabolites into human milk should be examined and the infant should be monitored for predicted 
pharmacological effects of the drug. 


4.2. Submission of Clinical Study Reports (Appendix VII): 

Reports of clinical studies submitted under items 5-8 of Appendix I should b6 in an internationally accepted 
format with corresponding certifications. Alternatively, the report format should be in consonance with Appendix 
VII of this Schedule with each study report certified by the Chief Investigator or, if no Chief Investigator is 
designated, by each of the Investigators participating in the study. The certification should acknowledge the 
contents of the report, attest to the accurate presentation of the study as undertaken, and express agreement 
with the conclusions. Each page should be numbered appropriately. 

At least a summary report needs to be submitted for studies prematurely abandoned for any reason including 
lack of commercial interest in pursuing the new drug application. The summary report should provide a brief 
description of the study, the number of patients exposed to the drug, dose and duration of exposure, details of ^ 
adverse drug reactions (see Appendix XI), if any, and the reason for discontinuation of the study or non-pursuit 
of the new drug application. 

5. Regulatory status in other countries: It is important to state if any restrictions have been placed on the 
use of the drug in any other country, e.g. dosage limits, exclusion of certain age groups, warning about adverse 
drug reactions, etc. (see Appendix I, item 9.2). 

Likewise, if the drug has been withdrawn from any country specially by a regulatory directive, such information 
should be furnished along with reason and their relevance, if any, to India (see Appendix I, item 9.1 (d)). This 
information must continue to be submitted by the Sponsor to the Licensing Authority during the course of 
marketing of the drug in India. 
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6. Marketing information: The full prescribing information should be submitted as part of the new drug 
application for marketing. 

The prescribing information (package insert) shall comprise the following sections: generic name; composition; 
dosage form/s, indications; dose and method of administration; use In special populations (such aspregnant 
patients, lactating patients, pediatric patients, geriatric patients etc.); contraindications; warnings; precautions; 
drug Interactions; undesirable effects; overdose; pharmacodynamic and pharmacokinetics properties; 
incompatibilities; shelf-life; packaging information; storage and handling instructions. All package inserts, 
promotional literature and patient education material subsequently produced are required to be consistent with 
the contents of the approved full prescribing information. 

The drafts of label and carton texts should comply with provisions of rules 96 and 97 of the Drugs & Cosmetics 
Rules. 

7. Testing protocol 

As part of the new drug application for marketing permission, the applicant Is required to submit the complete 
testing protocol/s for quality control testing together with a complete Impurity profile and release specifications 
for the product. Samples of the pure drug substance and finished product are to be submitted when desired by 
the regulatory authority. 

Appendices to Schedule Y 

Appendix 1 

DATA TO BE SUBMITTED ALONG WITH THE APPLICATION TO CONDUCT CLINICAL TRIALS / IMPORT / 
MANUFACTURE OF NEW DRUGS FOR MARKEHNG IN INDIA: 

1. Introduction 

A brief description of the drug and the therapeutic class to which it belongs. 

2. Chemical and pharmaceutical Information 

2.1. Information on active Ingredients 

Drug Information (Generic Name, INN) and) 

2.2. Physicochemical Data 

a. Chemical name and Structure 
Empirical formula 
Molecular weight 

b. Physical properties 
Description 
Solubility 
Rotation 

Partition coefficient 
Dissociation constant 

2.3. Analytical Data 

Elemental analysis 
Mass spectrum 
NMR spectra 
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IR spectra 
UV spectra 

Polymorphic identification 

2.4. Complete monograph specification including 

Identification 

Identity/quantification of impurities 

Enantiomeric purity 

Assay 

2.5. Validations 
Assay method 

Impurity estimation method 

Residual solvent/other volatile impurities (OVI) estimation method 

2.6. Stability Studies (for details refer Appendix IX) 

Final release specification 
Reference standard characterization 
Material safety data sheet 

2.7. Data on Formulation 
Dosage form and composition 
Master manufacturing formula 
Composition of dosage form 

In process quality control check 
Finished product specification 
Excipient compatibility study 

Validation of the analytical method • 

Comparative evaluation with international brand(s) or approved Indian brands, if applicable 
Pack presentation 
Dissolution 
Assay 
Impurities 
Content uniformity 
pH 

Force degradation study 

Stability evaluation in market intended pack, at proposed storage conditions 
Packing specifications 
Process validation 

When the application is for clinical trials only, the international non-proprietary name (INN) or generic name, drug 
category, dosage form and data supporting stability in the intended container-closure system for the duration of 
the clinical trial (information covered in item nos. 2.1, 2.3, 2.6, 2.7) are required. 

3. Animal Pharmacology (for details refer Appendix II) 

.3.1. Summary 

3.2. Specific pharmacological actions 

3 3 General pharmacological actions 

3.4. Follow-up and Supplemental Safety Pharmacology Studies 

3 5 Pharmacokinetics; absorption, distribution; metabolism; excretion 

4. Animal Toxicology (for details refer Appendix III) 

4 1 General Aspects 

4.2 Systemic Toxicity Studies 

4 3. Male Fertility Study 

4.4 Female Reproduction and Developmental Toxicity Studies 

4.5. Local toxicity , 
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4.6. Allergenicity/Hypersensitivity 

4.7. Genotoxidty 

4.8. Carcinogenicity 

5. Human / Clinical pharmacology (Phase I) 

5.1, Summary 

5.2, Specific Pharmacological effects 

5.3, General Pharmacological effects 

5.4, Pharmacokinetics, absorption, distribution, metabolism, excretion 

5.5, Pharmacodynamics / early measurement of drug activity 

6. Therapeutic exploratory trials (Phase II) 

6.1. Summary 

6.2. Study report(s) as given in Appendix VII 

7. Therapeutic confirmatory trials (Phase III) 

7.1. Summary 

7.2 Individual study reports with listing of sites and Investigators. 

8. Special studies 

8 1 Summary 

8.2. Bio-availability / Bio-equivalence. 

8.3 Other studies e.g. geriatrics, paediatrics, pregnant or nursing women 

9. Regulatory status in other countries 

9.1. Countries where the drug is 

a. Marketed 

b. Approved 

c. Approved as IND 

d. Withdrawn, if any, with reasons 

9.2. Restrictions on use. If any, in countries where marketed /approved 

9 3, Free sale certificate or certificate of analysis, as appropriate, 

10. Prescribing information 

10.1, Proposed full prescribing information 

10.2, Drafts of labels and cartons 

11. Samples and Testing Protocol/s 

111, Samples of pure drug substance and finished product (an equivalent of 50 clinical doses, or more 
number of clinical doses if prescribed by the Licensing Authority), with testing protocol/s, full impurity 
profile and release specifications. 

NOTES; 

(1) All items may not be applicable to ail drugs. For explanation, refer text of Schedule Y. 

(2) For requirements of data to be submitted with application for clinical trials refer text of 
this Schedule. 
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Appendix II 

ANIMAL PHARMACOLOGY 


1. General Principles 

Specific and general pharmacological studies should be conducted to support use of therapeutics in humans. In 
the early stages of drug development enough Information may not be available to rationally select study design 
for safety assessment. In such a situation, a general approach to safety pharmacology studies can be applied. 
Safety pharmacology studies are studies that investigate potential undesirable pharmacodynamic effects of a 
substance on physiological functions in relation to exposure within the therapeutic range or above. 

1.1 Specific Pharmacological Actions 

Specific pharmacological actions are those which demonstrate the therapeutic potential for 
humans. 

The specific studies that shpuld be conducted and their design will be different based on the individual 
properties and intended uses of investigational drug. Scientifically validated methods should be used. The 
use of new technologies and methodologies in accordance with sound scientific principles should be 
preferred. 


1.2 General Pharmacological Actions 

1.2.1 Essential Safety Pharmacology 

Safety pharmacology studies need to be conducted to Investigate the potential undesirable pharmacodynamic 
effects of a substance on physiological functions in relation to exposure within the therapeutic range and above. 
These studies should be (jeslgned to Identify undesirable pharmacodynamic properties of a substance that may 
have relevance to its human safety; to evaluate adverse pharmacodynamic and/or pathophysiological effects 
observed in toxicology and/or clinical studies; and to investigate the mechanism of the adverse pharmacodynamic 
effects observed and/or suspected. 

Ttie aim of the essential safety pharmacology is to study the effects of the test drug on vital functions. Vital organ 
systems such as cardiovascular, respiratory and central nervous systems should be studied. Essential safety 
pharmacology studies may be excluded or supplemented based on scientific rationale. Also, the exclusion of 
certain test(s) or exploratlon(s) of certain organs, systems or functions should be scientifically justified. 

1.2.1.1 Cardiovascular System 

Effects of the investigational drug should be studied on blood pressure, heart rate, and thcT 
electrocardiogram. If possible \n vitro, in wVo and/or ex v/Vo methods including etectrophysiotogy should 
also be considered. 

1.2.1.2 Central Nervous System 


Effects of tife investigational drug should be studied on motor activity, behavioral changes, coordination, 
sensory and motor reflex responses and body temperature. 

1.2.1.3 Respiratory System 


Effects of the investigational drug on respiratory rate and other functions such as tidal volume and 
hemoglobin oxygen saturation should be studied. 

1.3 Follow-up and Supplemental Safety Pharmacology Studies 
In addition to the essential safety pharmacological studies, additional supplemental and follow-up safety 
pharmacology studies may need to be conducted as appropriate. These depend on the pharniacologtcal 
properties or chemical class of the test substance, and the data generated from safety pharmacology 
studies, clinical trials, pharmacovigilance, experimental in vitro or in vivo studies, or from literature 


reports. 

131 Follow-up Studies For Essential Safety Pharmacology 

Follow-up studL provide additional information or a better understanding than that provided by the 
essential safety, pharmacology. 
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13.1.1 Cardiovascular System 

These include ventricular contractility, vascular resistance and the effects of chemical mediators, their 
agonists and antagonists on the cardiovascular system. 

1.3.1.2 Central Nervous System 

These include behavioral studies , learning and memory, electrophysiology studies , neurochemistry and 
ligand binding studies. 

1.3.1.3 Respiratory System 

These include airway resistance, compliance, pulmonary arterial pressure, blood gases and blood pH. 
1.3.2 Supplemental Safety Pharmacology Studies , 

These studies are required to investigate the possible adverse pharmacological effects that are not 
assessed in the essential safety pharmacological studies and are a cause for concern. 

1.3.2.1 Urinary System 

These include urine volume, specific gravity, osmolality, pH, proteins, cytology and blood urea nitrogen, 
creatinine and plasma proteins estimation. 

1.3.2.2 Autonomic Nervous System 

These include binding to receptors relevant for the autonomic nervous system, and functional response 
to agonist or antagonist responses in vivo or in vitro, and effects of direct stimulation of autonomic 
nerves and their effects on cardiovascular responses. 

1.3.2.3 Gastrointestinal System 

These include studies on gastric secretion, gastric pH measurement, gastric mucosa! examination, bile 
secretion, gastric emptying time in i^/Voand ileocaecal contraction in vitro. 

1.3.2.4 Other Organ Systems 

Effects of the investigational drug on organ systems not investigated elsewhere should be assessed when 
there is a cause for concern. For example dependency potential, skeletal muscle, immune and endocrine 
functions may be investigated. 

1.4 Conditions Under Which Safety Pharmacology Studies Are Not Necessary 


Safety pharmacology studies are usually not required for locally applied agents e.g. dermal oi" ocular, in 
cases when the pharmacology of the investigational drug is well known, and/or when systemic absorption 
from the site of application is low. Safety pharmacology testing is also not necessary, in the case of a 
new derivative having similar pharmacokinetics and pharmacodynamics. 

1.5 Timing Of Safety Pharmacology Studies In Relation To Clinical Development 

1.5.1 Prior To First Administration In Humans ^ 

The effects of an investigational drug on the vital functions listed in the essential safety pharmacology 
should be studied prior to first administration in humans. Any follow-up or supplemental studies 
identified, should be conducted if necessary, based on a cause for concern. 

1.5.2 During Clinical Development 

Additional investigations may be warranted to clarify observed or suspected adverse effects in animals 
and humans during clinical development 

1.5.3 Before applying for marketing Approval 

Follow-up and supplemental safety pharmacology studies should be assessed prior to approval unless 
not required, in which case this should be justified. Available information from toxicology studies 
addressing safety pharmacology endpoints or information from clinical studies can replace such studies. 

1.6 Application Of Good Laboratory Practice (GLP) 

The safety pharmacology studies, should as far as possible, be conducted under compliance with GLP. Data 
Integrity should be ensured even if the studies do not formally adhere to the principles of GLP. Where the safety 
pharmacology studies are part of toxicology studies these studies should be conductedinaccordancewithGLP. 
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Appendix III 

ANIMAL TOXICOLOGY (NON-CLINICAL TOXIGTY STUDIES) 

General Principles 

Toxicity studies should comply with the norms of Good Laboratory Practice (GLP). Briefly, these studies should 
be performed by suitably trained and qualified staff employing properly calibrated and standardized equipment of 
adequate size and capacity. Studies should be done as per written protocols with modifications (if any) verifiable 
retrospectively. Standard operating procedures (SOPs) should be followed for all managerial and laboratory tasks 
related to these studies. Test substances and test systems (in-vitro or in-vivo) should be properly characterized 
and standardized. Ail documents belonging to each study, including its approved protocol, raw data, draft report, 
final report, and histology slides and paraffin tissue blocks should be preserved for a minimum of 5 years after 
marketing of the drug. 

Toxicokinetic studies (generation of pharmacokinetic data either as an integral component of the conduct of non- 
clinical toxicity studies or in specially designed studies) should be conducted to assess the systemic exposure 
achieved in animals and its relationship to dose level and the time course of the toxicity study. Other objectives of 
toxicokinetic studies include obtaining data to relate the exposure achieved in toxicity studies to toxicological 
findings and contribute to the assessment of the relevance of these findings to clinical safety, to support the 
choice of species and treatment regimen in nonclinical toxicity studies and to provide information which, in 
conjunction with the toxicity findings, contributes to the design of subsequent non-clinical toxicity studies. 


1.1 Systemic Toxicity Studies 

1.1.1 Single-dose Toxicity Studies: Tbese studies (see Appendix I item 4.2) should be carried out in 2 rodent species 
(mice and rats) using the same route as intended for humans. In addition, at least one more route should be 
used in one of the species to ensure systemic absorption of the drug. Tbis route should depend on the nature of 
the drug.' A limit of 2g/kg is recommended for oral dosing. Animals should be observed for 14 days after the 
drug administration, and minimum lethal dose (MLD) and maximum tolerated dose (MTD) should be established. 
If possible, the target organ of toxicity should also be determined. Mortality should be looked for up to 72 hours 
after parenteral administration and up to 14 days after oral administration. Symptoms, signs and mode of death 
should be reported, with appropriate macroscopic and microscopic findings where necessary. LDio and LDso 
should be reported preferably with 95 percent confidence limits. If LD 50 S cannot be determined, reasons for the 
same should be stated. 

Tbe dose causing severe toxic manifestations or death should be defined in the case of cytotoxic anticancer 
agents, and the post-dosing observation period should be to 14 days. Mice shouid first be used for determination 
of MTD. Findings should then be confirmed in rat for establishing linear relationship between toxicity and body 
surface area. In case of nonlinearity, data of the more sensitive species should be used to determine the Phase I 
starting dose. Where rodents are known to be poor predictors of human toxicity (e.g., antifolates), or where the 
cytotoxic drug acts by a novel mechanism of action, MTD should be established in non-rodent species. 

1.1.2 Repeated-dose Systemic Toxicity Studies: These studies (see Appendix I, item 4.2) should be carried out in at 
least two mammalian species, of which one should be a non-rodent. Dose ranging studies shouid precede the 14- 
, 28-, 90- or 180- day toxicity studies. Duration of the final systemic toxicity study will depend on the duration, 
therapeutic indication and scale of the proposed clinical trial, (see Item 1.8). If a species is known to metabolize 
the drug in the same way as humans, it should be preferred for toxicity studies. 

In repeated-dose toxicity studies the drug shouid be administered 7 days a week by the route intended for clinical 
use. The number of animals required for these studies, i.e. the minimum number of animals on which data should 
be available, is shown in Item 1.9. 

A control group of animals given the vehicle alone should always be included, and three other groups should be 
given graded doses of the drug. The highest dose should produce observable toxicity; the lowest dose should 
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not cause observable toxicity, but should be comparable to the intended therapeutic dose in humans or a multiple 
of it . To make allowance for the sensitivity of the species the intermediate dose should cause some symptoms, 
but not gross toxicity or death, and should be placed logarithmically between the other two doses. 

The parameters to be monitored and recorded in long-term toxicity studies should include behavioral, 
physiological, biochemical and microscopic observations. In case of parenteral drug administration, the sites of 
injection should be Subjected to gross and microscopic examination. Initial and final electrocardiogram and 
fundus examination should be carried out in the non-rodent species. 

In the case of cytotoxic anticancer agents dosing and study design should be in accordance with the proposed 
clinical schedule in terms of days of exposure and number of cycles. Two rodent species may be tested for 
initiating Phase I trials. A non-rodent species should be added if the drug has a’novel mechanism of action, or if 
permission for Phase II, III or marketing is being sought. 

For most compounds, it is expected that single dose tissue distribution studies with sufficient sensitivity and 
specificit)' will provide an adequate assessment of tissue distribution and the potential for accumulation. Thus, 
repeated dose tissue distribution studies should not be required uniformly for all compounds and should only be 
conducted when appropriate data cannot be derived from other sources. Repeated dose studies may be 
appropriate under certain circumstances based on the data from single-dose tissue distribution studies, toxicity 
and toxicokinetic studies. The studies may be most appropriate for compounds which have an apparently long 
half life, incomplete elimination or unanticipated organ toxicity. 


Notes; 

i. Single Dose Toxicity Study: Each group should contain at least 5 animals of either sex. At least four 
graded doses should be given. Animals should be exposed to the test substance in a single bolus or by 
continuous infusion or several doses within 24 hours. Animals should be observed for 14 days. Signs of 
intoxication, effect on body weight, gross pathological changes should,be reported. It is desirable to 
include histo-pathology of grossly affected organs, if any. 

If. Dose-ranging Study: Objectives of this study include the identification of target organ of toxicity and 
establishment of MTD for subsequent studies. 

II (a) Rodents: Study should be performed in one rodent species (preferably rat) by the proposed 
clinical route of administration. At least four graded doses should be given, and each dose group as 
well as the vehicle control should consist of a minimum of 5 animals of each sex. Animals should be 
exposed to the test substance daily for 10 consecutive days. Highest dose should be the maximum 
tolerated dose of single-dose study. Animals should be observed daily for signs of intoxication (general 
appearance, activity and behaviour etc), and periodically for the body weight and laboratory 
parameters. Gross examination of viscera and microscopic examination of affected organs should be 
dorKU 

ii (b). Non-rodents: One male and one female are to be taken for ascending Phase MTD study. Dosing 
should start after initial recording of cage-side and laboratory parameters. Starting dose may be 3 to 5 
times the extrapolated effective dose or MTD (whichever is less), and dose escalation in suitable steps 
should be done every third day after drawing the samples for laboratory parameters. Dose should be 
lowered appropriately when clinical or laboratory evidence of toxicity are observed. Administration of 
lest substance should then continue for 10 days at the well-tolerated dose level following which, 
samples for laboratory parameters should be taken. Sacrifice, autopsy and microscopic examination of 
affected tissues should be performed as in the case of rodents. 

iii. H 28 Day repeated-dose toxicity studies: One rodent (6-10/sex/group) and one non-rodent (2- 
3/sex/group) species are needed. Daily dosing by proposed clinical route at three dose levels should 
be done with highest dose having observable toxicity, mid-dose between high and low dose, and low 
dose. The doses should preferably be multiples of the effective dose and free from toxicity. 
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Observation parameters should include cage-side observations, body weight changes, food/water 
intake, blood biochemistry, haematology, and gross and microscopic studies of all viscera and tissues. 

iv. 90-Day repeated-dose toxicity studies: One rodent (15'30/sex/group) and one non-rodent (4- 
6/sex/group) species are needed. Daily dosing'by proposed clinical route*at three graded dose levels 
should be done. In addition to the control a "high-dose-reversa!" group and its control group should 
be also included. Parameters should include signs of intoxication (genera! appearance, activity and 
behaviour etc), body weight, food intake, blood biochemical parameters, hematologidb! values, urine 
analysis, organ weights, gross and microscopic study of viscera and tissues. Half the anirnals in 
"reversal" groups (treated and control) should be sacrificed after 14 days of stopping the treatment. 
The remaining animals should be sacrificed after 28 days of stopping the treatment or after the 
recovery of signs and/or clinical pathological changes - whichever comes later, and evaluated for the 
parameters used for the main study. 

v. 180-Day repeated-dose toxicity studies: One rodent (15-30/sex/group) and one non-rodent (4- 
6/sex/group) species are needed. At least 4 groups, including control, should be taken. Daily dosing 
by proposed clinical route at three graded dose levels should be done. Parameters should Include 
signs of intoxication, body weight, food intake, blood biochemistry, hematology, urine analysis, organ 
weights, gross and microscopic examination of organs and tissues. 


1.2 Male Fertility Study 

One rodent species (preferably rat) should be used. Dose selection should be done from the results of the 
previous 14- or 28-day toxicity study in rat. Three dose groups, the highest one showing minima! toxicity In 
systemic studies, and a control group should be taken. Each group should consist of 6 adult male animals. 
Animals should be treated with the test substance by the intended route of clinical use for 28 days before they 
are paired with female animals of proven fertility in a ratio of 1:2 for mating. 

Drug treatment of the male animals should continue during pairing. Pairing should be continued till the detection 
of vaginal plug or 10 days, whichever is earlier. Females getting thus pregnant should be examined for their 
fertility index after day 13 of gestation. All the male animals should be sacrificed at the end of the study. 
Weights of each testis and epididymis should be separately recorded. Sperms from one epididymis should be 
examined for their motility and morphology. The other epididymis and both testes should be examined for their 
histology. 

1.3 Female Reproduction and Developmental Toxicity Studies 

These studies (see Appendix I, item 4.4) need to be carried out for all drugs proposed to be studied or used in 
women of child bearing age. Segment I, 11 and III studies (see below) are to be performed in afbirro mice or 
rats, and segment II study should include albino rabbits also as a second test species. 

1.3.1 Female Fertility Study (Segment I): The study should be done in one rodent species (rat preferred), The drug 
should be administered to both males and females; beginning a sufficient number of days (28 days in males and 
14 days in females) before mating. Drug treatment should continue during mating and, subsequently, during the 
gestation period. Three graded doses should be used, the highest dose (usually the MTD obtained from prevtous 
systemic toxicity studies) should not affect general health of the parent animals. At least 15 males and 15 females 
should be used per dose group. Control and the treated groups should be of similar size. The route of 
administration should be the same as intended for therap)eutic use. 

Dams should be allowed to litter and their medication should be continued till the weaning of pups. Observations 
on body weight, food Intake, clinical signs of intoxication, mating behaviour, progress of gestation/ parturition 
periods, length of gestation, parturition, post-partum health and gross pathology (and histopathology of affected 
organs) of dams should be recorded. The pups from both treated and control groups should be observed for 
general signs of intoxication, sex-wise distribution in different treatment groups, body weight, growth 
parameters, survival, gross'examination, and autopsy. Histopathology of affected organs should be done. 
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1.3.2 Teratogenicity Study (Segment II): One rodent (preferably rat) and one non-rodent (rabbit) species are to be 
used. The drug should be administered throughout the period of organogenesis, using three dose levels as 
described for segment I. The highest dose should cause minimum maternal toxicity and the lowest one should 
be proportional to the proposed dose for clinical use in humans or a multiple of it. The route of administration 
should be the same as intended for human therapeutic use. 

The control and the treated groups should consist of at least 20.pregnant rats (or mice) and 12 rabbits, on each 
dose level. Half the animals in each group should be Subjected to caesarian sectioning (day 20 in rats and day 
30 in rabbits) and the remaining should be allowed to deliver spontaneously. Observation parameters should 
include: (Dams) signs of intoxication, effect on body weight, effect on food intake, examination of uterus, ovaries 
and uterine contents, number of corpora iutea, implantation sites, resorptions (If any); and for the foetuses, the 
total number, gender, body length, weight and gross/ visceral/ skeletal abnormalities, if any. 

1.3.3 Perinatal Study (Segment III): This study is specially recommended if the drug is to be given to pregnant or 
nursing mothers for long periods or where there are indications of possible adverse effects on foetal 
development. One rodent species (preferably rat) is needed. Dosing at levels comparable to multiples of human 
dose should be done by the intended clinical route. At least 4 groups (including control), each consisting of 15 
dams should be used. The drug should be administered throughout the last trimester of pregnancy (from day 15 
of gestation) and then the dose that causes low foetal loss should be continued throughout lactation and 
weaning. Dams should then be sacrificed and examined as described below. 

One male and one female from each litter of Fi generation (total 15 males and 15 females in each group) should 
be selected at weaning and treated with vehicle or test substance (at the dose levels described above) 
throughout their periods of growth to sexual maturity, pairing, gestation, parturition and lactation. Mating 
performance and fertility of Fi generation should thus be evaluated to obtain the F 2 generation whose growth 
parameters should be monitored till weaning. The criteria of evaluation should be the same as described earlier 
(3.4.1). 

Animals should be sacrificed at the end of the study and the observation parameters should include (Dams) body 
weight, food intake, general signs of intoxication, progress of gestation/ parturition periods and gross pathology 
(if any); and for pups, the clinical signs, sex-wise distribution in dose groups, body weight, growth parameters, 
gross examination, survival and autopsy (if needed) and where necessary, histopathoiogy. 

1.4 Local toxicity 

These studies (see Appendix I, item 4.5) are required when the new drug is proposed to be used by some special 
route (other than oral) in humans. The drug should be applied to an appropriate site (e.g., skin or vaginal 
mucous membrane) to determine local effects in a suitable species (such as a guinea pig or rabbit). Typical study 
designs for these studies should include three dose levels and untreated and/ or vehicle control, preferably use of 
2 species, and increasing group size with increase in duration of treatment. Where dosing is restricted due to 
anatomical or humane reasons, or the drug concentration cannot be increased beyond a certain level due to the 
problems of solubility, pH or tonicity, a clear statement to this effect should be given. If the drug is absorbed 
from the site of application, appropriate systemic toxicity studies will also be required. 

Notes: 


Dermal toxicity study: The study should be done in rabbit and rat. Daily topical (dermal) application of 
test substance in its clinical dosage form should be done. Test material should be applied on shaved skin 
covering not less than 10% of the total body surface area. Porous gauze dressing should be used to hold 
liquid material in place. Formulations with different concentrations (at least 3) of test substance, several 
fold higher than the clinical dosage form should be used. Period of application may vary from 7 to 90 
days depending on the clinical duration of use. Where skin irritation is grossly visible in the initial studies, 
a recovery group should be included in the subsequent repeated-dose study. Local signs (erythema, 
oedema and eschar formation) as well as histological examination of sites of application should be used 
for evaluation of results. 
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ii. Photo-allergy or dermal photo-toxicity should be tested by Armstrong/ Harber Test in guinea pig. This 
test should be done if the drug or a metabolite is related to an agent causing photosensitivity or the 
nature of action suggests such a potential (e.g., drugs to be used in treatment of leucoderma). Pretest In 
8 animals should screen 4 concentrations (patch application for 2 hours ±15 min.) with and without UV 
exposure (iD J/cm^). Observations recorded at 24 and 48 hours should be used to ascertain highest 
nonirritant dose. Main test should be performed with 20 test anlm^fS sod. 5 controls. Induction with the 
dose selected from pretest should use 0.3 ml/patch for 2 hoUf ±l§^ min. folfOwedJb^ 10 3/coi^ of UV 

. exposure. This should be repeated on day 0, 2,4,1 ^9 end 11 of the tes^V Animals shoufthbe challenged 
with the same concentration of test Substance between day 20 to 24. of the test with a similar 2*hour 
application followed by exposure to 10 J/cm^ of UV light. Examination and grading of erythema and 
oedema formation at the challenge sites shoyld be done 24 and 48 hours after the challenge. A positive 
control like musk ambrett or psoralin should be used. 

iii. Vaginal Toxicity Test: Study is to be done in rabbit or dog. Test substance should be applied topically 
(vaginal mucosa) in the form of pessary, cream or ointmeht. Six to ten animals per dose group should be 
taken. Higher concentrations or several daily applications of test substance should be done to achieve 
multiples of daily human dose. The* minimum duration of drug treatment is 7 days (more according to 
clinical use), Subject to a maximum of 30 days. Observation parameters should include swelling, closure 
of introitus and histopathology of vaginal wail. 

iv. Rectal Tolerance Test: For all preparations meant for rectal administration this test may be performed In 
rabbits or dogs. Six to ten animals per dose group should be taken. Fofmulatton in volume comparable 
to human dose (or the maximum possible volume) should be applied once or several times daily, per 
rectally, to achieve administration of multiples of daily human dose. The minimum duration of application 
is 7 days (more according to clinical use). Subject to a maximum of 30 days. Size of suppositories may 
be smaller, but the drug content should be several fdld higher than the proposed human dose. 
Observation parameters should include clinical signs (sliding on backside), signs of pain, blood and/or 
mucus in faeces, condition of anal region/sphincter, gross and (if required) histological examina^on of 
recta! mucosa. 

v. Parenteral Drugs: For products meant for intravenous or intramuscular or subcutaneous or intraderma! 
injection the sites of injection in systemic toxicity studies should be specially examined grossly and 
microscopically. If needed, reversibility of adverse effects (Hay be determined on a case to case basis. 

vi. Ocular toxicity studies (for products meant for ocular instillation): These studies Should be carried out in 
two species, one of which should be the albino rabbit which has a sufficiently large conjunctival sac. 
Direct delivery of drug onto the cornea in Case of animals having sfiiall conjunctiva! sacs should be 
ensured. Liquids, ointments, gels or soft contact (enses (saturated with drug) Should be used. Initial 
single dose application should be done to decide the exposure concentrations for repeated-dose studies 
and the need to include a recovery group. Duration of the final study will depend on the proposed length 
of human exposure-Subject to a maximum of 90 days. At least two different concentrations exceeding 
the human dose should 6e used for demonstrating the margin of safety. In acute studies, one eye 
should be used for drug administration and the other kept as control. A separate control group should be 
included in repeated-dose studies. 

Slit-lamp examination should be done to detect the changes in cornea, iris and aqueous humor. 
Fluorescent dyes (sodium fluorescein, 0.25 to 1.0%) should be used for detecting the defects in surface 
epithelium of cornea and conjunctiva. Changes in intra-ocular tension should be monitored by ,a 
tonometer. Histological examination of eyes should be done at the end of the study after fixation in 
Davidson's or Zenker's fluid. 

vii. Inhalation toxicity studies: The studies are to be undertaken in one rodent and one non-rodent species 
using the formulation that is to be eventually proposed to be marketed. Acute, subacute and chronic 
toxicity studies should be performed according to the intended duration of human exposure. Standard 
systemic toxicity study designs (described above) should be used. Gases and vapors should be given in 
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whole body exposure chambers; aerosols are to be given by nose-only method. Exposure time and 
concentrations of test substance (limit dose of 5mg/l) should.be adjusted to ensure exposure at leves 
comparable to multiples of Intended human exposure. Three dose groups and a control (plus vehicle 
control, if needed) are required. Duration of exposure may vary Subject to a maximum of 6 hours per 
day and five days a week. Food and water should be withdrawn during the period of exposure to test 

substance. 

Temperature, humidity and flow rate of exposure chamber should be recorded and 
exposure with test substance of particle size of 4 micron (especially for aerosols) with not less that 25 h 
being 1 micron should be provided. Effects on respiratory rate, findings of bronchial lavage fluid 
examination, histological examination of respiratory passages and lung tissue should be included along 
with the regular parameters of systemic toxicity studies or assessment of margin of safety. 

Allergenicity/ Hypersensitivity: 

standard tests include guinea pig maximization test (GPMT) and local lymph node assay (LINA) In mouse. Any 
one of the two may be done. 

Notes: 

i. Guinea Pig Maximization Test: The test is to be performed in two steps; first, determination of maximum 
nonirritant and minimum irritant doses, and second, the main test. The initial study will also have tvvo 
components. To determine the intradermal induction dose, 4 dose levels should be tested by the same route 
in a batch of 4 male and 4 female animals (2 of each sex should be given Freund's adjuvant). The minimum 
irritant dose should be used for induction. Similarly, a topical minimum irritant dose should be determined for 
challenge. This should be established in 2 males and 2 females. A rhlnimum of 6 male and 6 female amma s 
per group should be used in the main study. One test and one control group should be used. It is prereraDie 
to have one more positive control group. Intradermal induction (day 1) coupled with topical chaHenge (day 
:>1) should be done. If there is no response, re-challenge should be done 7-30 days after the 
challenge. Erythema and oedema (individual animal scores as well as maximization grading) should be used 
as evaluation criteria. 

ii. Local Lymph Node Assay: Mice used in this test should be of the same sex, either only males or only 
females. Drug treatment is to be given on ear skin. Three graded doses, the highest being maxinnurri 
nonirritant dose plus vehicle control should be used. A minimum of 6 mice per group should be u^. Test 
material should be applied on ear skin on three consecutive days and on day 5, the draining auricular lymph 
nodes should be dissected out 5 hours after i.v. ^H-thymidine or bromo-deoxy-uridine (BrdU). Increase in H- 
thymidine or BrdU incorporation should be used as the criterion for evaluation of results. 

Genotoxicity 

Genotoxic compounds, in the absence of other data, shall be presumed to be trans-species carcinogens, implying 
a hazard to humans. Such compounds need not be Subjected to long-term carcinogenicity studies. However, if 
such a drug is intended to be administered for chronic illnesses or otherwise over a long period of time - a 
chronic toxicity study (up to one year) may be necessary to detect early tumorigenic effects. 

Genotoxicity tests are in vitro and in vivo tests conducted to detect compounds which induce genetic darnage 
directly or indirectly. These tests should enable a hazard identification with respect to damage to DNA and its 
fixation. 

The following standard test battery is generally expected to be conducted: 

i) A test for gene mutation in bacteria. 

ii) An in vitro test with cytogenetic evaluation of chromosomal damage with mammalian cells or an m vitro 
mouse lymphoma tk assay. 

iii) An in wVotest for chromosomal damage using rodent hematopoietic cells. 
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Other genotoxicity tests e.g. tests for measurement of DNA adducts, DNA strand breaks, DNA repair or 
recombination serve as options in addition to the standard battery for further investigation of genotoxicity test 
results obtained in the standard battery. Only under extreme conditions in which one or more tests comprising 
the standard battery cannot be employed for technical reasons, alternative validated tests can serve as 
substitutes provided sufficient scientific justification should be provided to support the argument that a given 
standard battery test is not appropriate. 

Both in-vitro and in-vivo studies should be done. In-vitro studies should include Ames' Salmonella assay and 
chromosomal aberrations (CA) in cultured cells. In-vivo studies should include micronudeus assay (MNA) or CA 
in rodent bone marrow. Data analysis of CA should include analysis of 'gaps.' 

Cytotoxic anticancer agents: Genotoxicity data are not required before Phase I and II trials. But these studies 
should be completed before applying for Phase III trials. 

Notes: 

Ames' Test (Reverse mutation assay in Salmonella): S. typh(murium tester strains such as TA97a, TA98, TAIOO, 
TA102, TA1535, TA1537, TA97 or Escherichia CO//WP2 uvrA or Escherichia CO//WP2 uvrA (pKMlOl) should be 
used. 

i. In-vitro exposure (with and without metabolic activation, S9 mix) should be done at a minimum of 5 log 
dose levels. "Solvent" and "positive" control should be used. Positive control may include 9-amino- 
acridine, 2-nitrofluorine, sodium azide and mitomycin C, respectively, in the tester strains mentioned 
above. Each set should consist of at least three replicates. A 2.5 fold (or more) increase in number of 
revertants in comparison to spontaneous revertants would be considered positive. 

ii. In-vitro cytogenetic assay ; The desired level of toxicity for in vitro cytogenetic tests using cell lines 
should be greater than 50% reduction in cell number or culture confluency. For lymphocyte cultures, an 
inhibition of mitotic index by greater than 50% is considered sufficient. It should be performed in CHO 
cells or on human lymphocyte in culture. In-vitro exposure (with and without metabolic activation, S9 
mix) should be done using a minimum of 3 log doses. "Solvent" and "positive" control should be 
included. A positive confiol like mitomycin C should be used. Each set should consist of at least three 
replicates. Increased number of aberrations in metaPhase chromosomes should be used as the^ criteria 
for evaluation. 

iii. In-vIvo micronucleus assay: One rodent species (preferably mouse) is needed. Route of administration 
of test substance should be the same as intended for humans. Five animals per sex per dose groups 
should be used. At least three dose levels, plus "solvent" and "positive" control should be tested. A 
positive control tike mitomycin C or cyclophosphamide should be used. Dosing should be done on day 1 
and 2 of study followed by sacrifice of animals 6 hours after the last injection. Bone marrow from both 
the femora should be taken out, flushed with fetal bovine serum (20 min.), pelletted and smeared on 
glass slides. Giemsa-MayGruenwald staining should be done and increased number of micronuclei in 
polychromatic erythrocytes (minimum 1000) should be used as the evaluation criteria. 

iv. In-vivo cytogenetic assay: One rodent species (preferably rat) is to be used. Route of administration of 
test substance should be the same as intended for humans. Five animals/sex/dose groups should be 
used. At least three dose levels, plus "solvent" and "positive" control should be tested. Positive control 
may include cyclophosphamide. Dosing should be done on day 1 followed by intra-peritonea I colchicine 
administration at 22 hours. Animals should be sacrificed 2 hours after colchicine administration. Bone 
marrow from both the femora should be taken out, flushed with hypotonic saline (20 min.), pelletted and 
resuspended in Carnoy's fluid. Once again the cells should be pellett^ and dropped on clean glass slides 
with a Pasteur pipette. Giemsa staining should' be done and increased number of aberrations in 
metaPhase chromosomes (minimum 100) should be used as the evaluation criteria. 
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1.9 Carcinogenicity (see Appendix I, item 4.8) 

Carcinogenicity studies should be performed for all drugs that are e) 5 pected to be clinically used for more than 6 
months as well as for drugs used frequently in an intermittent manner in the treatment of chronic or r^urrent 
conditions. Carcinogenicity studies are also to be performed for drugs If there is concern about thejr carcinogenic 
potential emanating from previous demonstration of carcinogenic potential in the product class Pon^idered 
relevant to humans or where structure-activity relationship suggests carcinogenic risk or when there Is evidence 
of preneoplastic lesions in repeated dose toxicity studies or when long-term tissue retention of parent compound 
or metabo!ite(s) results in local tissue reactions or other pathophysiological responses. 

For pharmaceuticals developed to treat certain serious diseases, carcinogenicity testing need not be conducted 
before market approval although these studies should be conducted after marketing permission has been 
granted. 

In instances where the life-expectancy in the indicated population is short (i.e., less than 2 - 3 years) - no long¬ 
term carcinogenicity studies may be required. In cases where the therapeutic agent for cancer is generally 
successful and life is significantly prolonged there may be later concerns regarding secondary cancers. When such 
drugs are intended for adjuvant therapy in tumour free patients or for prolonged use In non-cancer indications, 

carcinogenicity studies may be / are needed. i- ■ i f • i 

Completed rodent carcinogenicity studies are not needed in advance of the conduct of large scale clinical trials, 

unless there is special concern for the patient population. 

Carcinogenicity studies should be done in a rodent species (preferably rat). Mouse may be employed only with 
proper scientific justification. The selected strain of animals should not have a very high or very low incidence of 
spontaneous tumors. 

At least three dose levels should be used. The highest dose should be sub-lethal, and it should not reduce the 
life span of animals by more than 10% of expected normal. The lowest dose should be comparable to the 
intended human therapeutic dose or a multiple of it, e.g. 2.Sx; to make allowance for the sensitivity of the 
species. The intermediate dose to be placed logarithmically between the other two doses. An untreated control 
and (if indicated) a vehicle control group should be included. The drug should be administered 7 days a week for 
a fraction of the life span comparable to the fraction of human life span over which the drug is likely to be used 
therapeutically. Generally, the period of dosing should be 24 months for rats and 18 months for mice. 

Observations should include macroscopic changes observed at autopsy and detailed histopathology of organs and 
tissues. Additional tests for carcinogenicity (short-term bioassays, neonatal mouse assay or tests employing 
transgenic animals) may also be done depending on their applicability on a case to case basis. 

Notes: 

i. Each dose group and concurrent control group not intended to 1^ sacrificed early should contain atleast 
50 animals of each sex. A high dose sattellte group for evaluation of pathology other than neoplasia 
should contain 20 animals of each sex while the sattellte control group should contain 10 animals of each 
sex. Observation parameters should include signs of Intoxication, effect on body weight, food intake, 
clinical chemistry parameters, hematology parameters, urine analysis, organ weights, gross pathology 
and detailed histopathology. Comprehensive descriptions of benign and malignant tumour development, 
time of their detection, site, dimensions, histological typing etc. should be given. 

1.8 Animal toxicity requirements for clinical trials and marketing of a new drug. 


Systemic Toxicity Studies 


Route of administration 


Duration of proposed Human Long term toxicity requirements 

human administration Phase(5) for 
which study is 
proposed to 
be conducted 







[MFTII-W3(i)] 


Oral or Parenteral or 
Transdermal 


Inhalation (general 
anaesthetics, aerosols) 


Local Toxicity Studies 
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Single dose or several I,II,HI 2sp,2wk 

doses In one day/ Upto 

Iwk ____ ' 

> I wlc but upto 2wk MUn 2sp;4wk 

> 2 wk but upto 4wk I,II,III _ 2sp;12wk _ 

Over imo _ I,II,III _ 2sp;24wk __ 

Upto2 wk I,II,III 2sp; Imo; (Exposure time 3h/d, 

__ 5d/wk3 _ 

Upto 4wk I,II,III 2sp; 12wk, (Exposure time 6h/d, 

___ 5d/wk) __ 

^ ^ I,II,III 2sp;24wk, (Exposure time 6h/d, 

- __ 5d/wk) 


Dermal 

Upto 2 wk 


I,II 

lso;4wk 





III 

2sp;4wk 



> 2 wk 


mmmmSam 

2sp; 12wk 


Ocular or Otic or Nasal 

Upto 2 wk 


JM __ 

lsp:4wk 





m 

2sp;4wk 



> 2 wk 


IiH,III 

2sp;12wk 


Vaginal or Rectal 

Upto 2 wk 


^ liH 

lsp;4wk 





m 

2sp;4v?k 



> 2 wk 


1 , 11,111 

2Sp;12wk 



Special Twldty Studies 


Male Fertility Study: 

• Phase I, II, III in male volunteers/patients _ ■ __ 

Female Reproduction and Developmental Toxicity Studies: 

• Segment II studies in 2 species; Phase II, III Involving female patients of child-bearing age. 

• Segment I study; Phase III involving female patients of child-bearing age. 

• Segment III study; Phase III for drugs to be given to pregnant or oufsing modiers for long periods 
_ or where there are Indications of ddssibie adverseeff^ oiT fc^i d 

Allergenlcity/Hypersensitlvity: 

• Phase I, II, III - when there Is a cause of concern or for parenteral drugs (Including dermal 
application) 


Photo-allergy or dermal photo-toxicity: 

• Phase I, II, III - if the drug or a metabolite is related to an agent causing photosensitivity or the 

_ nature of action suggests such a potential. _ 

Genotoxidty: 

• In-vitro studies - Phase I 

• Both In-vltro and in-vivo - Phase II, III _ 

Cardnogenicity: 

• Phase III - when there is a cause for concern, or when the drug Is to be used for more than 6 

_ months. _ . ___ - 

Abbreviations: sp-spedes; mo-month; wk-week; d -day; h-hour; I, II, III - Phases of clinical trial; 
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Note: 1. Animal toxicity data generated in other countries may be accepted and may not be asked to 
be repeated/duplicated in India on a case to case basis depending upon the quality of data 
and the credentials of the laboratory(ies) where such data has been generate^. 

2. Requirements for fixed dose combinations are given in Appendix VIII. 

1.9 Number of animals required for repeated-dose toxicity studies 


Group 


14-28 days 



84-182 days 


Rodent (Rat) 

Non-rodent 
(Dog or Monkey) 

Rodent(Rat) 

Non-rodent 
(Doq or Monkey) 

M 

F 

M 

F 

M 

F 

M 

F 

Control 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

4-6 

4-6 

Low dose 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

4-6 

4-6 

Intermediate 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

4-6 

4-6 

dose 









High dose 

6-10 

6-10 

2-3 

2-3 

15-30 

15-30 

4-6 

4-6 


2.0 Laboratory parameters to be included in toxicity studies. 
Haematological parameters 


• Haemoglobin 

• Total RBC Count 

• Haematocrit 

• Reticulocyte Count 

• Total WBC Count 

• Differentia! WBC 
Count 

• Platelet Count 

• Terminal Bone Marrow 
Examination 

• ESR (Non-rodents 
only) 

• General Blood Picture: A special mention of abnormal and immature cells 
should be made. 


• Coagulation Parameters (Non-rodents only): Bleeding Time, Coagulation Time, Prothrombin Time, 
___ Activated Partial Thromboplastin Time _ 


Urinalysis Parameters 


• Colour 

• Appearance 

• Specific Gravity 

• 24-hour urinary output 

• Reaction (pH) 

• Albumin 

• Sugar 

• Acetone 

• Bile pigments 

• Urobilinogen 

• Occult Blood 



• Microscopic examination of urinary sediment. 


Blood Biochemical Parameters 


• Glucose 

• Cholesterol 

• Triglycerides 

• HDL Cholesterol (Non¬ 
rodents only) 

• LDL Cholesterol (Non- 
rodents only) 

• Bilirubin 

• SGPT(ALT) 

• SGOT (AST) 

• Alkaline Phosphatase 
(ALP) 

• GGT (Non-rodents 
only) 

• Blood Urea Nitrogen 

• Creatinine 

• Total Proteins 

• Albumin 

• Globulin (Calculated 
values) 

• Sodium 

• Potassium 

• Phosphorus 

• Calcium 

, 

Gross and Microscopic Pathology 

• Brain*: Cerebrum, 
cerebellum, Midbrain 

• (Spinal Cord) 

• Eye 

• (Middle Ear) 

• Thyroid 


• Spleen* 

• Thymus 

• Adrenal* 

• (Pancreas) 


• Lung* 

• Heart* 

• Aorta 

• Oesophagus. 

• Stomach 

• Duodenum 

• Jeiunum 

• Tenminal Ileum-- 

• Colon 

• (Rectum) 

• Liver* 

• Kidney* 

• Urinary bladder 

• Epididymis 

• Testis* 

• Ovary 

• Uterus* 

• Skin 

• Mammary gland 

• Mesenteric l^ph 
node 

• Skeletal muscle 


* Organs marked with an asterisk should be weighed, 

0 Organs listed in parenthesis should be examined if indicated by tbe nature r^ the drug or obxn/ed 
effects. 
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Appendix' IV 

UNDERTAKING BY THE INVESTIGATOR 

1. Full name, address and title of the Investigator 

2. Name and address of the medical college, hospital or other facility where the clinical trial will be 
cofxiucted: Education, training & etperrence that qualify the Investigator for the clinical trial (Attach 
details including Medical Council registration number, and / or any other statement(s) of qualjficatlon(s)) 

3. Name and address of all clinical laboratory facilities to be used in the study. 

4. Name and address of the Ethics Committee that is responsible for approval and continuing review of the 

study. 

5. Names of the other members of the research team (Co- or sub-Investigators) who will be assisting the 
Investigator in the conduct of the investigation (s). 

6. I^to(X)l Tide and Study numb^ (if any) of the clinical trial to be conduced by to 

7. Ccrnirnitmerits: 

Ihaver^wewedthecHrticarprotocdthoioughlyandagreeth^ft^ information 

to conduct the study. I will not begin the study until all necessary Ethts Committee arid r^ulatory approvals 
have been obtained. 

I agree to conduct the ^Mdy:itoaca^ance,^the cuoei^^^ I will, not implement any deviation 

from or changes of the pirotoOol Sponsor and prior review and ^documented 

opIiWttom^fthkiCO^^ of the amendment, except where heo^ry to 
eliminate an Irnmedfate hazato(s) to the trial Subjedte or when the change(s) involved 
or administrative in nature. 

I agree to personally conduct and/or supervise the clinical trial at my site. 

.1 agree to inform all Subjects, that the drugs are being used for investigational purposes and I will ensure 
that the requirements relating to obtaining informed consent and ethics committee review and approval 
specified In the GCP guidelines are met. 

I agree to report to the Sponsor all adverse experiences that occur in the course of ti ie Investigation(s) in 
accordance with the regulatory and GCP guidelines. 

I have read and understood the information in the Investigator’s brochure, including the potential risks 
and side effects of the drug. 

I agree to ensure that all associates, colleagues and employees assisting in the conduct of the study are 
suitably qualified and experienced and they have been informed about their obligations in meeting their 
commitinents in the trial. 

I agree to maintain adequate and accurate records and to make those rejtords available for audit / 
inspection by the Sponsor, Ethics Committee, Licensing Authority or their aiithprized representatives, in 
aaordance with regulatory and GCP provisions. I will fully cooperate with any study related audit 
conducted by regulatory officials or authorized representatives of the Sponsor. 

I agree to promptly report to the Ethics Committee all changes in the clinical trial activities and all 
unanticipated problems involving risks to human Subjects or others. 

I will maintain confidentiality of the identification of all participating study patients and assure security 
and confidentiality of study data. 

I agree to comply with all other requirements regarding the obligations of clinical Investigators and all 
other pertinent requirements in GCP and all applicable regulatory requirements. 


'8. 


Signature of Investigator with Date 
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Appendix V 
ETHICS COMMITTEE 

1. The number of persons in an Ethcis Committee should be kept fairly small (6-7 members) with a maximum of 
12 members. It should have a quorum of at least 5 members for each protocol being reviewed. Ethics 
Committee should appoint, from among Its members, a Chairperson (who Is from outside the institution) and a 
Member Secretary. Other members should be a mix of medical/non-medical, scientific and non-scientific persons, 
including lay public, to reflect the different viewpoints. 

The Ethics Committee shall comprise of at least the following: 

(a) 1-2 basic medical scientists (preferably one pharmacologist). 

(b) 1-2 clinicians from various Institutes 

(c) a legal expert or retired judge 

(d) a social scientist / representative of non-governmental voluntary agency 

(e) a philosopher / ethicist / theologian or a similar person 

(f) a lay person from the community. 

In any case, the ethics committee must include at least one member whose primary area of interest / 
specialization is nonscientific and at least one member who is independent of the institution/trial site. 
Besides there should be appropriate gender representation on the Ethks Committee. If required. Subject 
experts may be invited to offer their views. Further, bas^ on the requirement of research area, e.g. HIV 
AIDS, genetic disorders etc. specific patient groups may also be represented In the Ethics Committee as far 
as possible. 

Only those Ethics Committee members who are independent of the dinical trial and the Sponsor of the trial 
should vote/provide opinion in rrwtters related to the study. 

2. Format for Approval of Ethical Committee 


Dear Dr._ 

The Institutional Ethics Committee / Independent Ethics Committee (state name of the committee, as 
appropriate) reviewed and discussed your application to conduct the clinical trial entitled "."on ..(date). 

The following documents were reviewed: 

1. Signed Trial Protocol, dated_ 

2. Patient Information Sheet and Informed Consent Form in English and/or vernacular at a level of 
complexity understandable by the volunteer / patient 

3. Investigator' Brochure, dated_ 

4. Proposed methods for patient accrual 

5. Principal Investigator's current CV 

6. Insurance Policy / Compensation for any physical or mental injury 

7. Investigator's Agreement 

8. Confidentiality Agreement 

The following members of the ethics committee were present at the meeting held on (ddte, time, place). 

_Chairman of the Ethics Committee 

_Member secretary of the Ethics Committee 
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_Name of each member v/ith designation 

We approve the trial to be conducted In its presented form. 

The Institutional Ethics Committee / Independent Ethics Committee expects to be informed about the progress of 
the study, any SAE occurring in the course of the study, any changes in the protocol and patient 
information/informed consent and asks to be provided a copy of the final report. 

Yours sincerely, 

Member Secretary, Ethics Committee. 

Appendix VI 


1. Checklist for study Subject's informed consent documents 

1.1 Essential Elements: 

• Statement that the study involves research and explanation of the purpose of the research 

• Expected duration of the Subject's participation ' . 

• D^riptlon of the procedures to be followed, including all invasive procedures 

• Identification of any procedures which are experimental 

• Description of any reasonably foreseeable risks or discomforts to the Subject 

• Desalption of any benefits to the Subject or others reasonably expected from research. If no benefit Is 
expected Subject should be made aware of this. 

• Disclosure of specific appropriate alternative procedures or therapies available to the Subject. 

• Statement describing the extent to which confidentiality of records identifying the Subject will be maintained 
and who will have access to Subject's medical records 

• Trial statement(s) and the probability for random assignment to each treatment (for randomized trials) 

• Compensation and/or treatment(s) available to the Subject in the event of a trial-related injury 

• An explanation about whom to contact for trial related queries, rights of Subjects and in the event of any 
Injury 

• The anticipated prorated payment, if any, to the Subject for participating in the trial 

• Subject's responsibilities on participation in the trial 

• Statement that participation Is voluntary and that refusal to participate will not involve any penalty or loss of 
benefits to which the Subject is otherwise entitled 

1.2 Additional elements, which may be required 

• * Statement of foreseeable circumstances under which the Subject's partidpation may be terminated by the 

Investigator without the Subject's consent 

• Additional costs to the Subject that may result from participation in the study 

• The consequences of a Subject's decision to withdraw from the research and procedures for orderly 
termination of partidpation by Subject 

• Statement that the Subject or Subject's representative will be notified In a timely manner if significant new 
findings develop during the course of the research which may affect the Subject's willingness to continue 
partidpation will be provided 

• A statement that the particular treatment or procedure may Involve risks to the Subject (or to the embryo or 
fetus, if the Subject Is or may become pregnant), which are currently unforeseeable. 

• Approximate number of Sui^ecte enrolled in the study 


2. Format of Informed consent form for Subjects participating in a clinical trial 
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C) 


Informed Consent form to participate In a dinical trial 
Study Title: 

Study Number: 

Subject Initials:_ Subject Name:_ 

Date of Birth:_ Investigator's Name: 


Please initial box 
(Subject) 

1 I confirm that I have read and understood the information sheet dated_for [ ] 

• the above study and have had the opportunity to ask questions. 


2 I understand that my participation in the study is voluntary and that I am free [ ] 
to withdraw at any time, without giving any reason, without my medical care 

or legal rights being affected. 

3 I understand that the Sponsor of the clinical trial, others working on the [ ] 
Sponsor's behalf, the Ethics Committee and the regulatory authorities will not 

need my permission to look at my health records both in respect of the current 
study and any further research that may be conducted in ration to it, even if 
I withdraw from the trial. I agree to this access. However, I understand that 
my identity will not be revealed in any information released to third parties Or 
published. 

4 I agree not to restrict the use of any data or results that arise from this study. [ ] 

5 I agree to take part in the above study. [ ] 


Signature of the Subject/Legally Acceptable Representative:_ . .. Date:_/_/, 

Subject Name:_ 

Signature of the Investigator: 

Study Investigator's Name: _ 

Signature of the Witness_ 

Name of the Witness:_ 

Appendix VII 

STRUCTURE, CONTENTS AND FORMAT FOR CUNICAL STUDY REPORTS 

1. Title Page: 

This page should contain information about the title of the study, the protocol code, name of the investigational 
pro(iuct tested, development Phase, indication studied, a brief description of the trial design, the start and end 
date of patient accrual and the names of the Sponsor and the participating Institutes (Investigators). 

2. Study Synopsis (1 to 2 pages): A brief overview of the study from the protocol development to the trial closure 
should be given here, This section will only summarize the important conclusions derived from the study. 


Date:_ I _ I, 


Date:_ J _/. 



u> 
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3. Statement of compliance with the 'Guldeiines for Clinical .Trials on Pharmaceutical Products In India - GCP 
Guidelines' Issued by the Central Drugs Standard Cofiftrol Organization, Ministry of Health, Government of India. 

4: List of Abbreviations and Definitions 

5. Table of contents 

6. Ethics Committee: 

This section should dOtUHIeflt that the study was conducted in adCordance with the ethical principles of 
Declaration of Helsinki. A detailed description of the Ethics Committee constitution and date(s) of approvals of 
trial documents for each of the participating sites Should be provided. A declaration should state that EC 
notifications as per Good Ciinicai Practice Guidelines issued by Central Drugs Standard Control Organization and 
Ethical GukJeiines for Biomedical Research on Human Subjects, IsStied by Indian Council of Medical Research 
have been followed. 

7. Study Team: 

Briefly describe the adminisbative structure of the study (Investigators, site staff. Sponsor/ designates, Central 
laboratory etc.). 

8. Introduction: 

A brief description of the product development rationale §WouW be given here. 

9. Study Objective: 

A statement describing the overall purpose of tfte Study and the primary and secondary objectives to be achieved 
should be mentioned here. 

10. Investigational Plan; 

This section should describe the overall trial design, the Subject selection criteria, thtii treatment procedures, 
blinding / randomization techniques If any, aildwed/ disallowed concomitant treatment, the efficacy and safety 
criteria assessed, the data quality assurance procedures and the statistical methods planned for the analysis of. 
the data obtained. 

11. Trial Subjects 

A dear accounting of aii trial Subjects who entered the study wiii be given here. Mention should also be made of 
ali cases that were dropouts or protocol deviations. Enumerate the patients screened, randomised, and 
prematurely discontinued. State reasons for premature discontinuation of therapy in each applicable case. 

12. Efficacy evaluation 

The results of evaluation of all the efficacy variables wiii be described in this section with appropriate tabular and 
graphical representation. A brief description of the demographic characteristics of the trial patients should also be 
provided along with a listing of patients and observations excluded from efficacy analysis. 

. Safety Evaluation 

This section should include the complete list aii adverse events (serious and non - serious) (see Appaidix XI). 

The comparison of adverse events across study groups may be presented In a tabular or graphical form. This 
section should also give a brief narrative of all important events considered related to the Investigational product. 

14. Discussion and overall Conclusion 

Discu$sk)n of important conclusions derived &om the trial and scope for further development 
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15. List of References 

16. Appendices 

List of Appendices to the Clinical Trial Report 

a. Protocol and amendments 

b. Specimen of Case Record Form 

c. Investigator contact list 

d. Patient data listings 

e. List of trial participants treated with Investigational product 

f. Discontinued participants 

g. Protocol deviations 

h. CRFs of cases involving death and life threatening adverse event cases 

i. Publications from the trial 

j. Important publications referenced in the study 

jl. Audit certificate, if available 

m. Investigator's certificate that he/she has read the report and that the report accurately describes 

the conduct and the results of the study. 

Appendix VIII 

FIXED DOSE COMBINATIONS (FDCs) 

Fixed Dose Combinations refer to products containing one or more active ingredients used for a particular 
indication(s). FDCs can be divided into the following groups and data required for approval for marketing Is 
described below: 

(a) The first group of FDCs includes those in which one or more of the active ingredients Is a new drug. For 
such FDCs to be approved for marketing data to be submitted will be similar to data required for any new 

V drug (including clinical trials) [see rule 122E, Item (a)]. 

(b) The second group FDCs includes those in which active ingredients already approved/marketed 
individually are combined for the first time, for a particular claim and where the ingredients are likely to 
have significant Interaction of a pharmacodynamic or pharmacokinetic nature [see rule 122E, Item (c)]. 
If clinical trials have been carried out with the FDC in other countries, reports of such trials should be 
submitted. If the FDC is marketed abroad, the regulatory status in other countries should be stated, (see 
Appendix I, item 9). 

For marketing permission, appropriate chemical and pharmaceutical data will be submitted. 

In case such a combination is not marketed anywhere in the world but these drugs are already in use 
concomitantly (not as an FDC but individually) for the said claim, marketing permission may be granted 
based on chemical and pharmaceutical data. Data showing d>e stability of the proposed dosage form wiil 
also have to be submitted. 

For any other such FDCs, clinical trials may be required. For obtaining permission to carry out clinical 
trials with such FDCs a summary of available pharmacological, toxicological and clinical data on the 
individual ingredients should be submitted, along with the rationale for combining them In the proposed 
ratio. In addition, acute toxicity data (LD 50) and pharmacological data should be submitted on the 
individual ingredients as weli as their combination in the proposed ratio. 

(c) The third group of FDCs includes those which are already marketed, but in which it is proposed either to 
change the ratio of active ingredients or to make a new therapeutic claim. 

For such FDCs, the appropriate rationale including published reports (if any) should be submitted to 
obtain marketing permission. Permission wiil be granted depending upon the nature of the claim and 
data submitted. 
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(d) Tlie fourth group of FDC includes those whose Individual active Ingrediente (or drugs from the same 
class) have been widely used in a particular indlcation(s) for years, their concomitant use Is often 
necessary and no claim is proposed to be made other than convenience. It will have to be demonstrated 
that the proposed dosage form is stable and the Ingredients are unlikely to have significant intera^on of 
a pharmacodynamic or pharmacokinetic nature, 

No additional animal or human data are generally required for these FDCs, and marketing permission may be 

granted if the FDC has an acceptable rationale. 

Appendix IX 


STABILITY TESTING OF NEW DRUGS 


Stability testing is to be performed to provide evidence on how the quality of a drug substance or formulation 
varies with time under the influence of various environmental factors such as temperature, humidity and light, 
and to establish shelf life for the formulation and recommended storage conditions. 


Stability studies should include testing of those attributes of the drug substance that are susceptible to char^ 
during storage and are likely to influence quality, safety, and/or efficacy. In Mse of formulations the testing 
should cover, as appropriate, the physical, chemical, biological, and microbiological attribirtes, preservative 
content (e.g., antioxidant, antimicrobial preservative), and functionality tests (e.g., for a dose delivery system). 


Validated stability-indicating analytical procedures should be applied. For long term studies, frequency of testing 
should be sufficient to establish the stability profile of the drug substance. _ 

In general, a drug substance should be evaluated under storage conditions that test its thermal ^bikty and, if 
applicable, its sensitivity to moisture. Tlie storage conditions and the length of studies chosen should be suffiaent 
to cover storage, shipment and subsequent use. 


Stress testing of the drug substance should be conducted to identify the likely pro^, In 

turn establish the degradation pathways, evaluate the intrinsic stability of the molecule and v^ldate the ^Mlfy 
indicating power of the analytical procedures used. The nature of the stress testing will depend on the indrvidual 
drug substance and the type of formulation involved. 

Stress testing may generally be carried out on a single batch of the drug substance. It should Indude the effect of 
temperatures ), humidity where appropriate', oxidation, and photolysis on the drug substance. 

Data should be provided for (a) Photostability on at least one primary batch of the drug substance as wdl as the 
formulabon, as the case may be and (b) the suscepHbility of the drug substance to hydrolysis across a wide range 
of pH values when in solution or suspension. 

Long-term testing should cover a minimum of 12 months' duration on at least three primary batches of^ dri^ 
substance or the formulation at the time of submission and should be continued for a ^rfod of time suffiaent to 
cover the proposed shelf life. Accelerated testing should cover a minimum of 6 months duration at the bme or 

submission. 

In case of drug substances, the batches should be manufiictured to a minimum Of pitot ^ 

synthetic route and using a method of manufacture that simulates the final process to ^ us^ for producUOT 

batches. In case of formulations, two of the three batches should be at *^wiTrI’S^i2bon 

smaller. The manufacturing process(es) used for primary batches should dmuiate that t® apPl^ to produ^ 
batches and should provide products of the same quality and meeting the same specifications as that intended 

^?!e'"iM?fydudies for drug substances should be conducted ather in the same container'5^*“^ “ 

pnjposed to storage and distribuBon or In a container ' 

^l^ing. In case of formulations, the stability studies should be conducted in the final container closure 
system proposed for marketing. 
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Stability Testing of new drug substances and formulations 

Study conditions for drug substances and formulations intended to be stored under general conditions 
Study Study conditions Duration of study 

Long term 30°C ± 2®C/65% RH ± 5% RH 12 months 

Accelerated 40°C ± 2°C/75% RH ± 5% RH 6 months 

If at any time during 6 months' testing under the accelerated storage condition, such changes occur that cause 
the product to fail in complying with the prescribed standards, additional testing‘under an Intermediate storage 
condition should be conducted and evaluated against significant change criteria. 


Study conditions for drug substances and formulations intended to be stored ip a refrigerator 

Study Study conditions Duration of study 

Long term 5°C ± 3®C 12 months 

Accelerated 25°C ± 2°C/60% RH ± 5% RH 6 months 


Study conditions for drug substances and formulations Intended to be stored In a freezer 
Study Study conditions Duration of study 

Long term • 20®C ± S°C 12 months 

Drug substances intended for storage below -20°C shall be treated on a case-by-case 
basis. 

Stability testing of the formulation after constitution or dilution, if applicable, should be cx>nducted to provide 
information for the labeling on the preparation, storage condition, and in-use period of the cx)nstituted or diluted 
product. This testing should be performed on the constituted or diluted product through the proposed In-use 
period. 


Appendix X 

CONTENTS OF THE PROPOSED PROTOCOL FOR CONDUCTING CUNICAL TRIALS IN INDIA 

i. Title Page 

a. Full title of the clinical study, 

b. protocol number, along with protocol version number 

c. complete name and address of the Sponsor 

list of the Investigators who are conducting the study, their respective institutional affiliations and site locations, 
as well as the name(s) of clinical laboratories and other departments and/or facilities participating in the study. 
The IND name/number of the investigational drug 

ii. Table of Contents 

A complete Table of Contents including a list of all Appendices. 
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1. Background and Introduction 

• Preclihical experience 

• Clinical experience 

Previous clinical yvork with the new drug shpuld be reviewed here and a description of how the current protocol 
extends existing data should be provided. If this Is an entirely new indication, how this drug was considered for 
this should be discussed. Relevant inforroation regarding pharmacological, toxicological and other biological 
properties of the drug/biologic/medical device, and previous efficacy and safe^ experience should be described. 

2. Study Rationale 

This section should describe a brief summary of the background Information relevant to the study design and 
protocol methodology. The reasons for performing this study In the particular population indud^ by the protocol 
should be provided. 

3. Study Objective(s} (primary as well as secondray) and their logical relation to the study design. 

4. Study Design 

• Overview of the Study Design: Including a description of the type of study (I.e., double-blind, multicentre, 
placebo controlled, etc.), a detail of the specific treatment groups and number of study Subjects in each 
group and Investigative site, Subj^ number assignment, and toe type, sequence and duration of study 
periods. 

• A brief description of the methods and procedures to be used during the study. 

• Discussion of Study Design: This discussion details the rationale for the design chosen for this study. 

5. Study Population: the number of Subjects required to be enrolled in the study at the investigative site 
and by aH srt^ along with a brief description of the nature of the Sut^ect population required is also mentioned. 

6. Subject Eligibility 

• Inclusion Criteria 

• Exclusion Criteria 

7. * Study Assessments - plan, procedures and methods to be described In detail 


8. Study Conduct stating the types of study activities that would be included In this section would be: 
medical history, type of physical examination, blood or urine testing, electrocardiogram (ECG), diagnostic testing 
such as pulmonary function tests, symptom easurement, dispensation and retrieval of medication. Subject cohort 
assignment, erse event review, etc. 

Each visit should be described separately as Visit 1, Visit 2, etc. 

Discontinued Subjects: Describes the circumstances for Subject withdrawal, dropouts, or other reasons for 
discontinuation of Subjects . State how drop outs would be managed and if th^ would be replaced Describe the 
method of handling of protocol waivers, if any. The person(s) who approves all such waivers should be identified 
and the criteria used for specific waivers should be provided. 
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Describes how protocol violations will be treated, including conditions where the study will be terminated for norv- 
comphance with the protocol. 

9. Study Treatment 

• Dosing schedule ( dose, frequency, and duration of the experimental treatment) Describe the 
administration of placebos and/or dummy medications if they are part of the treatment plan. If 
applicable, concomitant drug(s), their doses, frequency, and duration of concomitant treatment should be 
stated. 

• Study drug supplies and administration: A statement about who is going to provide the study medication 
and that the investigational drug formulation has been manufactured following all regulations Details of 
the product stability, storage requirements and dispensing requirements should be provided. 


• Dose modification for study drug toxicity: Rules for changing the dose or stopping the study drug should 
be provided. v 


• Possible drug interactions 



• Concomitant the ra py: The d rugs that are pem^tted during the study and ttie conditions under which they 

may be used are dfetailed here. Describe the drugsth^ a Subject is not allowed to use during parts of or 
the entire study. If any washout periods for prohibited rhedications are needed pndr to enrollrnedtr thpse 
should be described here. T 

• Discontinuation from study treatment: The spet^ Tea'wns from early disCOTtinuatioh from 

(viz. discontinuation due to treatment failure (with a description of what would constitute treatment 
failure) or discontinuation due to other causes (e.g., adverse events, withdrawal of consent, etc.). 


• Blinding procedures: A detailed description of the blinding procedure If the study employs a blind on the 
Investigator and/or the Subject 

. Unblinding procedures: If the study is blinded, the circum 5 tances in which unwinding may be done and 
the mechanism to be used for unbiinding should be given 


10. * Adverse Events (See Appendix XI): Description of expected adverse events should be given. 
Procedures used to evaluate an adverse event should be described. 



[Minn—13^3(0] 


MTOTMiT Wra : gRiraR”! 


65 


11. Ethical Considerations: Give the summary of: 



Risk/benefit assessment: > 

Ethics Committee review and communications i 


Stetem^nt^f ^ including ownership of data and coding procedures 


12. Study Monitoring and Supervision: A description of study monitoring policiK and 

provided along with the proposed frequency of site monitoring visits, and who is expected pe 

monitoring. 


Case Record Form (CRF) completion requirements, Including who gets which copies of the forms and 
any specifics required in filling out the forms CRF correction requirements. Including who is authorized to 
make corrections on the CRF and how queries atxwt study data are handled and how errors, if any, are 
to be corrected should be stated, nvestigator study files, including what needs to be stored following 
study completion should be described. 


13. Investigational Product Management 

• Give Investigational product description and packa^n^ (stating all Ingredients and the 

• ormulation of the investigational drug and any placebos used In the study) 

• The precise dosing required during the study 

• Method of packaging, labeling, and blinding of study substances 

. Method of assigning treatments to Subjects and the Subject Identification code umbering system 

• Storage conditions for study substances 

* • Investigational product accountability: Describe Instructions for the receipt, storage, 

• ispensation, and return of the investigational products to ensure a complete accounting 

• f all investigational products received, dispensed, and returned/destroyed. 

• Desalbe policy and procedure for handling unused investigational products. 


IM. Data Analysis: 

Provide details of the statistical approach to be followed Including sample s\ze, how the sample size 
was determined. Including assumptions made in making this determination, efficacy endpoints 

(primary as well as secondary) and safety endpoints. 

Statistical analysis: Give complete details of how the results will be analyzed and reported along with 
the description of statistical tests to be used to analyze the primary and secondary endpoints 

defined above. Describe the level of significance, statistical tests to be used, and the methods used 
for missing data; method of evaluation of the data for treatment failures, non-compliance, and 
Subject wldidrawals; rationale and conditions for any interim analysis if planned. Describe statistical 
considerations for Pharmacokinetic (PK) analysis, if applicable. 

15. Undertaking by the Investigator (see Appendix IV) 
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16. Appendices: Provide a study synopsis, copies of the Informed consent documents (patient 

f°™=: a =“mmary of relevant 

pre clinical safety information and any other documents referenced in the clinical protocol." 
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